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DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

Office  of  the  Secretary 

120  CFR  Ch.  mi 

[2tCFRCh.  I] 

|42CFRChs.  l-fVl 

[45  CFR  Subtitles  A  and  B] 

Improving  Government  Regulations; 
Semiannual  Agenda  of  Regulations 

agency:  Dep.irlment  of  Health, 
Education,  and  Welfare. 

ACTION;  Publication  of  the  semiannual 
agenda  of  regulations  (Improving 
Government  Regulations). 

SUMMARY:  The  President’s  Executive 
Order  on  Improving  Government 
Regulations.  Executive  Order  12044, 
requires  each  Federal  agency  to  publish 
at  least  twice  a  vear  a  list  of  significant 
regulations  under  development.  HEW 
published  its  first  semiannual  agenda  in 
the  Mav  30. 1978,  Federal  Register  (43  FR 
23119)  and  a  second  agenda  on  January 
19. 1979  (44  FR  4176).  'This  semiannual 
agenda  contains:  (1)  o// non-FDA 
regulations  being  developed  within  the 
Department;  and  (2)  FDA  regulations 
classified  as  "policy  significant". 

FOR  FURTHER  INFORMATION  CONTACT: 

For  inquiries  or  comments  related  to 
specific  regidations  listed  in  the  agenda, 
the  public  is  encouraged  to  contact  the 
appropiiate  responsible  individual. 
Questions  or  comments  concerning  the 
overall  agenda  should  be  sent  to  Rick 
Colton.  Executive  Secretary  to  the 
Department  of  Health,  Education,  and 
Welfare,  200  Independence  Avenue, 

S  VV..  Washington.  D  C.  20201,  (202)  24.5- 
9090. 

Dated:  August  2, 1979. 

)oseph  A.  Califano.  Jr., 

Sarretary. 
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Entries 


Health  Services  Administration 


Stage  of 

Title  Development 

Classification 

Statutory 

Base 

Need  to 

Requlate 

Description  *RA 

Contact 

Part  31  -  Medi¬ 
cal  Care  for  Cer¬ 
tain  Personnel  of 
the  Coast  Guards 
Public  Health 
Service*  and 
Natioi^l  Oceanic 
and  Atfiospheric 
Administration 

k 

RP 

Policy  Significant 

Sec.  326  of 
the  PHS  Act 
(42  U.S.C  2S3) 

The  rights  and 
obligations  of  PHS 
beneficiaries  for 
medical*  dental* 
and  surgical  care. 

The  proposed  regulation  is  No 

needed  to  clarify  and  update 
the  conditions  under  which 
statutory  beneficiaries  may 
receive  their  medical*  dental* 
and  surgical  care  at  PHS 
facilities  and  at  PHS  expense. 

Walter  W,  Ward 
Bureau  of  Medical 
Services 

Room  1129 

FCB  #3 

6525  Belcrest  Rd. 
W.  Hyattsville*  HD 
20782 

301-436-6261 

Part  32  -  Medical 
Care  for  Seamen 
and  Certain  Other 
Persons 

RP 

Policy  Significant 

Sec.  322  of 
the  PHS  Act 
(42  U.S.C. 

249) 

The  rights  and 
obligations  of  PHS 
beneficiaries  for 
medical*  dental* 
and  surgical  care. 

The  proposed  regulation  is  No 

needed  to  clarify  and  update 
the  conditions  under  which 

American  seamen  and  others 
may  receive  care  at  PHS 
facilities  and  at  PBS  expense. 

Walter  W.  Ward 
Bureau  of  Medical 
Services 

Room  1129 

FCB  «3 

6525  Belcrest  Rd. 
W.  Hyattsville*  HD 
20762 

301-436-6261 

*KA  -  Regulatory  Analysis  (Yes/No) 


■  Now  Entries 


*RA-RECULAIORY 

ANALYSIS 

(YES/NO) 


Health  Services  Administration 

I 


TITLE  STATE  OF  CLASSIFICATION  STATUTORY  NEED  TO  REGULATE  DESCRIPTION  *RA 

DEVELOPMENT  BASE 


CONTACT 


Persons  to 

NPKM 

Policy 

25  U.S.C.  13 

OGC  and  the  Justice 

The  regulation  will  No 

Richard  J.  McCloskey 

Whom  services 

Significant 

(Snyder  Act) 

Dept,  have  advised 

amend  42  CFR  36.12 

Indian  Health  Service 

will  be  pro¬ 

and  42  U.S.C. 

that  the  current  regu¬ 

to  specify  eligibility 

Room  6A-20 

vided 

2001  Transfer 

lation  which  provides 

for  services  for  de¬ 

5600  Fishers  Lane 

Act) 

eligibility  only  for 

pendent  members  of  an 

Rockville,  KD.  20857 

non-Indian  wives  of 

eligible  Indians' 

(301-443-1116) 

eligible  Indians  is 

household  and  will 

legally  indefensible 

correct  the  improper 

being  an  Illegal  dis¬ 

sex-discrimination 

crimination  based  on 

clause  so  that  the 

sex  and  OGC  has  also 

eligibility  status  of 

advised  that  IHS  policy 

non-Indian  spouses 

of  serving  dependent 

will  be  the  same 

members  of  an  eligible 
Indians*  household 
both  Indian  and  non- 

regardless  of  sc»k. 

Indian  should  be  pro¬ 
vided  for  in  regulation 
rather  than  only  in  the 

IHS  Manual. 
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tktl  Entrlfg 

I 

J  Stage  of 

'  Title  Ueveloptwent 

f 

Pcoject  Grants  IIPRM 

for  Conmunlcy 

Health  and 

Migrant  Health 

Centers 


Grants  to  Plan,  MPRM 

Develop  and 
Operate  Hospital- 
Affiliated  Primary 
Care  Centers 


Project  Giants  SPRM 

to  States  for 
Hypertension 
Services 


Health  Services  Adnlnlstration 


Statutory  Need  to 

Classification  Base  Hegulate 


Description 


•RA 


Technical 


Sections  Inpleoentatlon 

330  and  provlalocs  needed 

329,  PHS 

Act,  as 

anended  by 

P.L.  95-626 


See.  328, 
PHS  Act,  as 
added  Vy 
P.L.  95-626 


Sec.  317(a). 
PHS  Act,  as 
antended  by 
P.L.  95-626 


Regs  will  impleraent  statu-  No 
tory  provisions  requiring 
that  pharmaceutical  services 
be  mandatory,  some  supple¬ 
mental  services  be  defined 
as  priority  services,  and 
allowing  grantees  to  retain 
half  of  earned  Income. 

Migrant  high  Impact  area  Is 
reduced  from  6,000  migrants 
to  6,000 

Regs  will  Implement  pro-  ** 

visions  for  hospitals  to 
plan,  develop  and  operate 
centers  to  provide  compre¬ 
hensive  and  continuous 
health  and  medical  care  to 
populations  In  medically 
underserved  areas 

Regs  will  Implement  statu-  " 

tory  amendments  changing 
formula  grants  to  project 
grants,  requiring  greater 
accountability  and  more 
effective  service  programs 


Contact 


Janes  J.  Corrigan 
Director,  Division 
of  Policy  Develop¬ 
ment,  B(iHS,  Rn.6-17 
Parklawn  Building 
5600  Fishers  Lane 
Rockville.  Md. 

20857 


•  R.»fuJaiorv  Analysis  CVes/No) 


f*'lt  inufetlon  lior.  I.ast  A&enda 


HMJth  Services  A^inlstracion 


Title 

Stage  of 
Development 

Classification 

Statutory 

Base 

Heed  to 

Regulate 

Description 

»RA 

Contact 

Ajn«>nd7iient8  to 

M*'H  CC  Services 
Prograna  R«»guIatior«tj 

Ni’RM 

Technical 

Title  V  SSA 

lap  leaen  ta  t  ion 
Provialooa  Needed 

Regs  will  implcmctnt  statu*’ 
tory  amendments  dealing 
with  reasonable  costs  and 
will  make  clarifying  adoiini- 
straclve  changes 

No 

Janes  J.  Corrigan 
Director,  Division 
of  Policy  Develop¬ 
ment,  BCHS,  Rm.6-17 
Parklawn  Building 

5600  Fishers  Lane 
Rockville,  Md.  2pM57 

ProK-rt  grants 
foi  Family 

Planning  Services 

Final 

Title  X  PHS 

Aet  amended 
by  P.L.  95-613 

will  make  cl^anges 
required  by  P.L,  95-613 
adding  infertility  services 
and  services  for  adolescents 

Assignment  of 

KHSC  Personnel 

Final 

Sec.  333,  PHS 
Act 

Regs  will  establish  require¬ 
ments  for  assignment  of  NHSC 
personnel  to  health  taanpo%>er 
shortage  areas 

Ht-alih  arid 

N'ltiit  iun 
Oeir.onstration 
Projectfi  -  Dept, 
oi  Coo}!serce 

Ni'KM 

Sec.  516  of 
the  Regional 
Deveiopm.?nt 

Act  of  1975 

Regs  will  establish  require¬ 
ments  for  multl-rounty 
health  and  nutrition  denron- 
stration  projects  in  economic 
developoent  regions 

Projtct.s  for 

Training  Hoste 

Sk'bJJth  Personnel 

Final 

Sec.  339(b) 

PHS  Act,  ae 
add.'d  by 

P.L.  95-6:'6 

Regs  will  provide  requireT>H>nt8 
lor  projects  to  train  person¬ 
nel  of  home  health  agencieei 
no  assure  high  quality  of 
of*re 

•  F«^Ai)<9t<7Tv  Analysis  (Yes/No) 
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Stage  of 

Title  Dfevelooment  Classification 

Inclusion  of^ Computed  P  .  Technical 

Tomographic  Seining 

Services 


Inclusion  of  Computed  F  Technical 

Tomographic  Scanning 

Services  ^ 


HEALTO  RESOURCES  ADKINZSTRATIO^ 
ygtf  etrniTES 


Statutory  Base  lleed  to  Re^tulata 


Deacrlpticn 


P.L.  93-641  Required  by  statute  Arends  regulations  No 

Section  1523  which  establish  require¬ 

ments  for  State  certifi¬ 
cate  of  need  programs 
•  (42  CFR,  Parts  122  and 
123)  by  requiring  review 
under  certain  circum¬ 
stances  of  diagnostic 
,  •  services  provided  by 

*  fixed  or  mobile  computed 

tomographic  scanning 
equipment* 


Social  Security  Required  by  statute  Amends  regulations  for  No 
Act,  Section  (P.L.  93-641*  the  capital  expenditure 

1122  Section  lj32(a)  review  program  (42  CFR, 

Part  100)  by  establish¬ 
ing  rules  regarding 
.  reviews  of  proposed 

capital  expenditures  for 
computed  tomographic 
scanner  services. 


0>lln  C.  Rorrle,  3r.,Ph.DL 
Director,  Bureau  of  Bealch 
Plannlng/KRA 
Center  Bldg. 

3700  East-West  Hwy. 
Hyatcsvllle,  Mi.  20782 
(301)  436-6850 


Colin  C.  Rorrle.  Jr.iPh.D. 
Director,  Bureau  of  Health 
Plannlng/HRA 
Center  Bldg. 

3700  East -West  Hwy. 
HyattsvlLle,  Md.  20782 
(301)  436-6850 


_l'Rdgulacory  Analysis 


HEALTH  RESOURCES  ADKZNXS’HIATION 
CONTTNL'ATIOW 


Stage  of 

Title  ^  ^  Development  Classif Icatlon 

Designation  of  HealcR  F  Technical 

Manpower  Shortage  Areas 


Criteria  for  Payment  F  Technical 

of  Tuition  and  other 
Educational  Costs 


Statutory  Base  Reed  to  Regulate  Description 


Contact 


P.L.  94-434  Required  by  statute  To  establish  criteria  No 

Section  332(b^  for  the  designation  of 

^  geographic  areas*  popu¬ 
lation  groups,  medical 
facilities,  and  other 
public  facilities,  in 
the  States,  as  health 
manpower  shorage  areas 


Richard  Lee,  Bureau  of 
Health  Manpower,  KRA 
Center  Building,  3700 
East-Vest  Highway, 
Hyactsvllle.  Md.  20782 
(301)  436-6764 


P.L.  94-484 
Section  711 


Required  by  statute  To  establish  criteria  No 
to  be  used  In  deter¬ 
mining  allowable 
increases  in  tuition 
and  other  educational 
costs  for  which  the 
Secretary  Is  respon¬ 
sible  under  the 
National  Health  Service 
Corps  Scholarship 
Program,  and  Scholarships 
for  First-Year  Students 
of  Exceptional  Financial 
Need 


Donald  C.  Packs,  Bureau 
of  Health  Manpower,  HRA 
Centjer  Building,  3700 
East-West  Highway, 
Hyattsvllle,  Nd.  207B2 
(301)  436-6560 


Traineeships  for  f  Technical 

Students  in  Schools 
of  Public  Health  & 

Other  Graduate 
Public  Health  Programs 


P.L.  94-484  Required  by  statute  To  govern  grants  to  No 

Section  748  schools  of  public 

health  or  nonprofit 
private  educational 
entities  to  support 
traineeships  for 
students  in  the  graduate 
education  programs  of 
these  entities  in  public 
health 


Thomas  D.  Hatch,  Bureau 
of  Health  Manpower,  KRA 
Center  Building,  3700 
East-Vest  Highway 
Hyatcsvllle,  Md.  20732 
(301)  436-6838 
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HEALTH  SESOVBCES  A9RNLSTTIATI0N 
CONTINUATinS 


Stage  of 

Title  _  _  Development  Clast Iflcatlon 

Traineeships  Grants  F  Technical 

for  Health  Adminis¬ 
tration,  Hospital 
Adnlnlstration  or 
Health  Policy  Analysis 
and  Planning  at  Public 
or  Nonprofit  Private 
Educational  Institutions 
other  chan  Schools  of 
Public  Health 


National  Health  F  Technical 

Service  Corps 

Scholarships 

) 


Statutory  Base  Meed  to  Heaulate 


Description 


A/ 


P.L.  94-48A  Hequlred  by  statute  To  govern  grants  to  No 

Section  749  public  or  nonprofit 

private  educational 
entitles  (excluding 
schools  of  public 
health)  to  support 
traineeships  in 
graduate  educational 
programs  of  such 
entitles  in  health 
admin.,  hospital 
admin.,  or  health 
policy  analysis  and 
planning. 


P.L.  94-484 
Section  751 


The  Department  has 
decided  that  regs. 
are  needed  to 
implement  the 
statute 


The  regs  are  applicable  No 
to  the  award  of  scholar¬ 
ships  under  the  National 
Health  Service  Corps 
Scholarships  Program  to 
students  receiving 
academic  training  in 
medicine,  osteopathy, 
dentistry,  and  other 
health  professions  in 
order  to  assure  an  ade¬ 
quate  supply  of  trained 
health  prufesslons  to 
Improve  the  delivery  of 
health  services  in  health 
manpower  shortage  areas 


y  Regulatory  Analysis 


Stage  of 

Development  Classification 

Scholarships  for  F  Technical 

Urst-Kear  Students 
of  Exceptional 
Financial  Need 


Area  Health  Fdu-  F  Technical 

cation  t.iiieib 


Grants  for  Residency  F  Technical 

Training  In  General 
Internal  Medicine  or 
General  Pediatrics 


HEALTH  RESOURCES  ADMINISTRATION 
CONTINUATION 


Statutory  Base 


Need  to  Regulate 


Description 


A/ 


P.L.  9A-484 
Section  738 


Tbie  Department  has 
decided  that  regs 
are  needed  to 
implement  the 
statute. 


To  govern  grants  to  Mo 

health  professions 
schools  to  provide 
scholarships  for  full-^ 
time  first^year 
students  of  excep¬ 
tional  need 


P.L,  9A-i84 
Section  781 


P.L,  9A-A8A 
Section  78a 


Required  by  statute  To  govern  programs  to  Ho 
Improve  the  distribu¬ 
tion,  supply,  quality, 
utilization,  and 
efficiency  of  health 
personnel  in  the  health 
services  delivery 
system  and  to  encourage 
the  regionalization  of 
educational  responsi¬ 
bilities  of  health 
professions  schools 

Required  by  statute  To  govern  giants  for  No 

residency  programs  in 
general  internal 
medicine  or  general 
pediatrics 


Contact 

Thomas  D«  Hatch,  Bureau 
of  Health  Manpower,  HRA 
Center  Building,  3700 
East-West  Highway 
Hyattsvllle,  Md.  30782 
(301)  A3S-t>838 


Alice  Swift,  Bureau  of 
Health  Manpower,  HRA 
Center  Building,  3700 
East-West  Highway 
Hyattsvllle,  Md.  20782 
(301)  436-6788 


Contact 

Alice  Swift,  Bureau  of 
Health  Manpower,  HRA 
Center  Building 
3700  East-West  Highway 
Hyattsvllle,  Md.  20782 
(301)  436-6788 


Kenneth  Horltsugu 
Bureau  of  Health 
Manpower,  HRA 
Center  Building,  3700 
East-West  Highway 
Hyattsvllle,  Md,  20783 
(301)  436-6416 


Kenneth  Morltsugu 
Bureau  of  Health 
Manpower,  HRA 
Center  Building,  3700 
East-West  Highway 
Hyattsvllle.  Md.  20782 
(301)  436-6A)e 
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HEALTH  RESOURCES  AIKINISTRATJON 
COWTIHUATIOM 


Title 

Stage  of 
Development 

Clepslflcetlon 

Statutory  Base 

Meed  to  Regulate 

Description  RrV 

Contact 

Grants  for  Training 
in  family  Medicine  ^ 

T 

Technical 

P.L.  94-484 
Section  786(a) 

Required  by  statute 

The  regs  are  for  grants  No 
to  assure  the  institu¬ 
tionalization  of  family 
medicine  within  the 
schools  of  medicine  and 
osteopathy,  to  encourage 
students,  through  the 
context  of  educational 
programs  and  through  the 
contact  with  role  model 
family  physician  to 
pursue  careers  in  family 
medicine 

Kenneth  Moritsugu 

Bureau  of  Health 

Manpower,  HRA 

Center  Building 

3700  East-West  Highway 
Hyattsvllle.  Md.  20782 
(301)  436-6418 

Educational 

Assistance  to 

Individuals  frun 
Disadvantaged 

BacVgroviftds 

r 

Technical 

P.L.  94-484 
Sections  787 
and  798 

Required  by  statute 

To  govern  grants  to  No 

provide  educational 
assistance  to  Individuals 
from  disadvantaged  back¬ 
grounds  to  undertake 
training  and  education  to 
enter  the  health  profes¬ 
sions  or  allied  health 
professions 

Klnzo  Yamamoto 

Office  of  Health 

Resources  Opportunity , HRA 
Center  Building 

3700  East-West  Highway 
Hyattsvllle,  Hd.  20782 
(301)  436-7230 

Grants  to  Schools  of 
Medicine,  Dentiatry, 
Public  Health, 
Osteopathy,  Optometry* 
Podiatry,  Pharmacy, 
and  Veterinary 

Medicine  for  Start¬ 
up  Assistance 

KPSM 

Technical 

P.L.  94-484 
Section  7B8(a) 

Required  by  statute 

To  govern  grants  to  No 

provide  start-up 
assistance  for 

Initiating  new  schools 
of  medicine,  osteopathy, 
dentistry,  public  health, 
veterinary  medicine, 
optometry,  pharmacy,  and 
podiatry 

John  Westcott,  Bureau 
of  Health  Manpower,  HRA 
Center  Building 

3700  East-West  Highway 
Hyattsvllle,  Md.  .20782 
(301)  436-6564 

1^/  Heguiatory  Analysis 

r 

' 

\ 

HEALTH  RESOURCES  AWXNISTRATION 

CONTINUATION 

Title  ^  ^ 

Stage  of 
Development 

Classification 

Statutory  Base 

Need  to  Regulate 

Description  RAr-^ 

Contact 

Grants  for  training 

In  Emergency  Medical 
Services 

F 

Technical 

P.L.  94-484 
Section  7B9 

Required  by  statute 

To  set  forth  require-  No 

ments  for  grants  for 
training  programs  in 
emergency  medical 
services 

Kenneth  Moritsugu 

Bureau  of  Health  Man¬ 
power,  HRA. 

Center  Building 

3700  East-West  Highway 
Hyattsvllle,  Md.  20782 
(301)  436-6418 

Grants  for  Graduate 
Programs  in  Health 

Adm in is tr at ion 

P 

Technical 

P.L.  94-484 
Section  791 

Required  by  statute 

To  implement  the  Sec.'s  No 
authority  to  make  grants 
to  public  or  nonprofit 
private  educational 
entities  (excluding 
schools  of  public  health) 
to  support  the  health 
admin,  and  health  plan¬ 
ning  graduate  educational 
programs  of  such  entitles 

Thomas  0.  Hatch 

Bureau  of  Health  Man¬ 
power,  HRA 

Center  Building  | 

3700  East-West  Htghw-iy 
Hyattsvllle,  Md.  20/82 
(301)  436-6838 

Special  Project 

Grants  for  Graduate 
Programs  In  Public 
Health 

F 

Technical 

P.L.  94-484 
Section  792 

Required  by  statute 

To  implement  the  Sec.'s  No 
authority  to  make  grants 
to  schools  of  public 
health  4  other  public  or 
non-profit  educational 
entitles  for  projects  to 
develop  new  graduate 
programs  or  to  expand 
existing  programs  in 
blostatisclcs ,  epidemiology, 
health  admin.,  health  plan¬ 
ning,  health  policy  analysts 
&  planning  environmental  or 
occupational  health  and 
dietetics  4  nutrition 

Thomas  D.  Hatch 

Bureau  of  Health  Man¬ 
power,  HRA 

Center  Building 

3700  East-West  Highway 
Hyatcsville,  Md.  20782 
(301)  436-6838 

IJ  Regulatory  Analysis 
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HEALTH  RESOURCES  AIKINISTRATION 
CONTI  mj  ATI  Oti 


Title 

Stage  of 

Development  Classification 

Statutory  Base 

Need  to  Regulate 

Description 

Grants  for  Trainee¬ 
ships  for  Advanced 
Training  of  Allied 
health  Personnel 

P  Technical 

P.L.  94-484 
Section  797 

Required  by  statute 

To  set  forth  require¬ 
ments  for  grants  to 
public  or  private  non- 
profit  institutions  to 

Ho 

Be«t  the  costs  of 
traineeships  for  the 
advanced  training  of 
allied  health  personnel 
to  a)  teach  In  allied 
health  training  programs ^ 
or  b)  serve  in  adminls** 
trative  or  supervisory 
capacities* 


Grants  lor  Nurse 

IF 

Technical 

P.L.  94-484 

The  Department  has 

To  set  forth  require¬ 

No 

Prartltioner 

Section  822(b) 

decided  that  regs 

ments  for  grants  to 

Traineeship 

are  needed  to 

schools  of  nursing 

Progr.ims 

implement  the 

medicine,  and  public 

statute  health,  public  or  non¬ 

profit  private  hospitals, 
and  other  nonprofit 
entitles  to  meet  the 
costs  of  traineeships 
for  the  training  of 
nurses  who  reside  in 
health  manpower  shortage 
areas  and  who  sign  a  com¬ 
mitment  to  practice  In 
health  manpower  shortage 
areas  having  shortages  of 
primary  medical  care 
Oionpower 


1/  Regulatory  Analysis 


HEALTH  RESOURCES  ADMINISTRATION 
CONTINUATION 


Title 


Stage  of 

Development  Class if 1 cat ion  Statutory  Base  Need  to  Regulate  Description 


Interdisciplinary 
Team  Training  and 
Curriculum  Devei-op- 
ment  for  Health 
M.)npower  Training 


NPRM  Technical 


P.L,  9A-^8A  Required  by  statute 

Section  7B8(d) 


To  establish  require-  No 
ments  for  grants  for 
interdisciplinary  team 
training  among  schools 
In  various  health 
disciplines  and  for 
curriculum  development 
In  various  areas  related 
to  health  manpower 


1/  Regulatory  Analysis 


Contact 

Thomas  D.  Hatch 
Bureau  of  Health  Man¬ 
power,  HRA^ 

Center  Building 
3700  East-West  Highway 
Hyattsvllle,  Md.  20782 
(301)  A36-6838 


Dr.  Mary  Hill,  Bureau 
of  Health  Manpower,  HRA 
Center  Building 
3700  East-West  Highway 
Hyattsvllle,  Md.  20782 
(301)  A36-6b81 


Contact 


James  Hoover.  Bureau 
of  Health  Manpower,  HRA 
Center  Building 
3700  East-West  Highway 
Hyattsvllle,  Md.  20782 
(301)  A36-7A 
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HEALTH  RESOUXCES  ASKXHISTSATXOH 


CONTIITOATIOS 

Stage  of 

Development  Classification  Statutory  Base  Need  to  Regulate  Description  HA— 

‘  V 

National  Guidelines  for  NPRM  Policy  Significant  P.L.  93-641  Required  by  statute  The  guidelines  consist  Ks 

Health  Planning  Section  1501  of  National  Health 

Planning  goals  with 
respect  to  health  stftus, 

.  health  promotion,  & 

disease  prevention,  and* 
access  to  services 


Governing  Body  Require-  P 
raents  for  Health  Systems 
Agencies 


Policy  Significant  P.L.  93-641  Required  by  statute  Establishes  requirements  No 

Section  lS12(b)  regarding  the  composition 

and  method  of  selection  of 
governing  bodies,  executive 
and  other  committees  of 

*  health  systems  agencies, 

and  methods  of  selection  of 
members  of  those  bodies. 


Contact 


Office  of  Assistant 
Administrator  on 
Planning,  Evaluation 
6  Legislation,  HRA 
Center  Building 
Room  10-22 
3700  East-West  Ht/y 
Hyattsville,  Md.  20782 
(301)  436-7270 

Colin  C.  Rorrle,  Jr.,  PhD 
Director,  Bureau  of  Health 
Planning/HRA 
Center  Bldg. 

3700  East-West  Huy. 
Hyattsville,  Md.  20782 
(301)  436-6850 


Health  Systems  Agency  F 

Reviews  of  Certain 
Proposed  Uses  of  Federal 
-Health  Funds 


Policy  Significant  P.L.  93-641  Required  by  statute 

Section  1513(e) 


Establishes  requirements  .  No 
governing  the  review  and 
approval  or  disapproval  by 
health  systems  agencies  of 
certain  proposed  uses  of 
Federal  funds. 


Colin  C.  Rorrle,  Jr.,Ph.D. 
Director,  Bureau  of  Health 
Planning/HRA 
Center  Bldg. 

3700  East-West  Hwy. 
Hyattsville,  Md.  20782 
(301)  436-6850 


J/'Regulatory  Analysis 


HEALTH  RESOURCES  ADMINISTRATION 
CONTINUATION 


Title 

Stage  of 
Development 

Classification 

Statutory  Base 

Need  to  Regulate 

Required  by  statute 

Description  RA""^ 

Establishes  requirements  No 
governing  the  review  and 
approval  or  disapproval 
by  health  systems 
agencies  of  certain  pro* 
posed  uses  of  Federal 
health  funds  through 
research  and  training 
grants  and  contract. 

Contact 

Health  Systems  Agency 
Reviews  of  Certain 
Proposed  U3e«  of 

Federal  Funds:  Proposed 
Uses  for  Research  and 
Training  • 

NPRM 

Policy  Significant 

P.L'.  93-641 
Section  1513(i) 

Colin  C.  Rorrle , Jr. ,Ph.D. 
Director ,  Bureau  of  Health 
Planning/HRA 

Center  Bldg. 

3700  East-West  Hwy. 
Hyattavllle,  Md.  20782 
(301)  436-6850 

Health  Systems  Agency 
and  State  Agency  , 

Reviews  of  t-he 
Appropriateness  of 
Existing  Institutional 
Health  Services 

F 

Policy  Significant 

P.L.  93-641 
Sections  1513(g) 
and  1523(a) (b) 
1523(b)(3) 

Required  by  statute 

Establishes  minimum  pro-  No 
cedures  and  criteria  for 
health  systems  agencies 
to  review  the  appropriate¬ 
ness  of  all  existing  insti¬ 
tutional  health  services 
in  their  areas. 

Colin  C.  Rorrle, Jr.  Ph.D. 
Director,  Bureau  of  Health 
Planning/HRA 

Center  Bldg. 

3700  East-West  Hwy. 
Hyattsville,  Md.  20762 
(301)  436-6850 

Limitation  on  Federal 
Participation  for 
Capital  Expenditures 

F 

Policy  Significant 

Social  Security 
Act,  Section 

1122 

Required  by  statute 
(P.L.  93-641 

Section  1532(a)  ) 

Amends  regulations  for  No 

the  capital  expenditure 
review  program  (42  CFR, 

Part  100)  to  take  into 
account  certain  require¬ 
ments  respecting  1122 
reviews  imposed  by  Title 

XV  of  the  Public  Health 

Service  Act. 

Colin  C.  Rorrle, Jr.  ,Ph.D. 
Director,  Bureau  of  Health 
Planning/HRA 

Center  Bldg. 

3700  East-West  Hwy. 
Hyattsville,  Md.  20762 
(301)  436-6850 

J/Kegulatory  Analysis 
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KESOOTCES  AIMINISTWTIOH 
CHAWCEP  STATITS 


Title 


Stage  of 

Pevelopnent  Classification 


Health  Ptofesslons  F  Techolcal 

Capitation  Cranes  fNPRM  pub. 

4/27/79) 


Health  Profesbions 
Flnan<'«al  Pistress 
Cranrs 


F  Tedmlcal 

<1,F.  pub. 

3/21/79) 


Statutory  Base  Heed  to  Regulate 


Description 


A/ 


p.L.  94-«464  Required  by  statute  To  govern  grants  to  Mo 

Section  770-772  schools  of  taedicine* 

osteopathy,  dentistry, 
public  health,  veterin-^ 
ary  aedicine,  optonetry, 
phamacy,  and  podiatry 
for  the  support  of  the 
education  programs  of 
those  schools 


P.i,.  ^-^84  keoulred  by  statute  To  lapleaent  the  award-  No 

Section  788(b)  Ing  of  grants  to  assist 

schools  of  medicine, 
osteopathy,  dentistry, 
veterinary  medicine, 
optometry,  podiatry, 
pharmacy  and  public 
health  In  meeting  their 
costs  of  operation.  If 
they  are  in  serloiis 
financial  distress,  or 
in  meeting  accreditation 
requirements,  if  they 
have  a  special  need  for 
assistance  in  meeting  these 
requirements,  8  to  carry 
out  appropriate  opera* 
tional,  managerial,  and 
financial  refonae 


ij  '®*'gsjl*#tnry  Ar.olysis 


HEALTH  RESOURCES  ALMJNXSTRAIION 
CHANCED  STATUS 


Title 

Stage  of 

Development  Clasalf Icatlon 

Statutory  Base 

Meed  to  Reeulate 

Deacrlpt ion 

Grants 

Health 

for  Allied 
Projects 

E  Technical 

INPRM  pub. 

12/21/78) 

P.L.  94-484 
Section  796 

Requited  by  statute 

To  implement  the  Sec.'s 
authority  to  make  grants 
to  a.  establish  regional 
or  State  systems  to  as- 

No 

sure  that  allied  health 
and  nursing  personnel 
needs  in  the  area  are  set 
by  coordinating  &  manag* 
ing  allied  health  and 
nursing  education  and 
training  among  educational 
Institutions;  b,  establish 
or  Improve  recrultiaent, 
training  and  retraining 
programs  for  allied  health 
personnel,  and  c.  establish 
career  letters  8  advancement 
programs  for  practicing 
allied  health  personnel 


Contact 

Jobs  Vestcott,  Bureau 
of  Health  Manpower,  BRA 
Center  Building 
3700  East^Vest  Highway 
Hyaccsville,  Hd.  20782 
(301)  436-6564 


James  Seexest ,  Bureau 
of  Health  Manpower,  HRA 
Center  Building 
3700  East-West  Highway 
Hyattsville,  Md.  20732 
(301)  436-6558 


Contact 


Thomas  D.  Hatch 
Bureau  cf  Health  Man¬ 
power,  fIRA. 

Center  Building 
3700  East-West  Highway 
Hyattsville,  Hd.  20782 
(301)  436-6838 
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Title 

Special  Assurances 
Required  of  Schools 
of  Medicine  Applying 
for  Health  Professions 
Capitation  Grants 


Grants  for  Traineeships 
for  the  Advanced  Train¬ 
ing  of  Professional 
Nurses 


State  Medical  Facilities 
Plan 


_!/ Regulatory  Analysis 


Title 

Loans  and  Loan 
Guarantees  for 
Medical  Facility 
Constru"-*on  and 
Modernization 


HEALTH  RESOURCES  ADMINISTRATION 
DELETIONS 


Stage  of 

Development  Classification  Statutory  Base  Reason  for  Deletion  Description 


Contact 


IF  pub.  Technical 

8/17/78 


P.L.  94-481  ■ 
Section  771(b) 


Consolidation  with  Implenent  certain 

Health  Professions  requirements  for 

Capitation  Grants  schools  of  medicine 

regulations  (Sections  to  be  eligible  for 
770-772)  ''capitation  grants. 


No  John  Hestcott 

Bureau  of  Health 
Hanpover/HRA 
Center  Bldg. 

3700  East-West  Hwy. 
Hyattsvllle,  Md.  20782 
(301)  436-6564 


NPRM 


F 


Technical 

P.L.  93-64 
Section  830 

Department  has  • 
decided  to  defer 
publication  indefi¬ 
nitely 

To  govern  grants  to  No 

public  and  non-profit 
Institutions  to  cover 

Che  costs  of  trainee- 
ships  for  the  advanced 
training  of  professional 
nurses. 

Dr.  Mary  Hill 

Bureau  of  Health 
Hanpower/HRA 

Center  Bldg. 

3700  East-West  Hwy. 
Hyattsvllle,  Md.  20782 
(301)  436-6564 

Policy  Significant 

P.L.  93-641  • 

Section  1603  ' 

Anticipated  dele¬ 
tion  qf  authority 

To  govern  the  development  No 
and  concents  of  State 
medical  facilities  plans. 

These  plans  would  enable 

Che  Department  Co  approve 
assistance  to  medical 
facility  projects  under 

Title  m  of  the  PHS  Act. 

Krys  Krystynak,  Ph.D. 
Bureau  of  Health 

Facilities  Financing, 
Compliance  and  Conversion/ 
HRA 

Center  Bldg. 

3700  East-West  Hwy. 
Hyattsvllle,  Md.  20782 

(301)  436-7704 


HEALTH  RESOURCES  ADMINISTRATION 
DELETIONS 


Stage  of 

Development  Classification  Statutory  Base  Reason  for  Deletion  Description 


.1/ 


Contact 


NPRM  Policy  Significant  P.L.  93-641  Expiration  of 

Sections  1620,  Authority 
1622.  1634 


To  provide  direct  loans  No 
to  public  or  private 
nonprofit  entitles  and  to 
guarantee  loans  made  by 
non-Federal  lenders  to 
nonprofit  private  entitiese 
The  loans  may  be  used  to 
modernize  medical  facili* 
tles*  construct  new  out¬ 
patient  medical  facilities, 
construct  new  inpatient 
medical  facilities  in  areas 
which  have  expanded  rapid 
population  growth  or  convert 
existing  medical  facilities 
for  the  provision  of  new 
health  services. 


Krys  Krystynak,  Ph.O. 
Bureau  of  Health 
Facilities  Financing. 
Compliance  and  Conversloi/ 
HRA 

Center  Bldg. 

3700  East-West  Hwy. 
Hyattsvllle,  Md.  20762 
(301)  436-7704 
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N;\TIilN,\L  lNSTTniT=S  OF  HFAITH 
•itlUmnN  1?5>Tir' 


(New  nrtrics) 
*RA-RcRUlatory 
Analysis  (Ycs/No) 


Title 

Staye  of 
IX'velonni’nt 

Classification 

Stat  utory 

Base 

Need  to 

Reyul ate 

nescripr ion 

»RA 

Contact ; 

rmtection  of 
Hinran  .Sulijocts- 
Inst  it  lit  ion.)  I 
Revii’w  Rvxjnls 

1 

M'RM 

1 

1 

I’ol  icy  Significant  ; 

National  Research 
Act  (P.L.  eS-JAS) 

1 

Statute  specifically 
requires  approjiriatc 
aJniinistrative  ac¬ 
tion  by  the  Sec. 

The  Sec.  has  deciJnl 
to  issue  rettulations 

1 

These  revised  rcRula- 
tions  will  govern  the 
Institutional  Review 
Board  aechanisn.  The 
pur,x)se  of  IRB's  is  to 
assure  that  biomedical 
an<l  behavioral  reseaich 
condiK'ted  or  supixirtcd 
by  HIFW  meets  the  re¬ 
quirements  rcsiiecting 
informed  consent  ident¬ 
ified  hy  the  Commission 
for  the  Protection  of 
Huran  Subjects  of  Bio¬ 
medical  U  Behavioral 
Research. 

No 

Mr.  F.  Killiam  DonBsol, 

Office  for  Protection  from 
Research  Risks,  Wcstwooil 
Bldg.,  Room  304,  Bcthesila, 

Md.  20205 
(301)  496-JOOS 

PIK  Ri'Riiiat  ions  , 
for  the  Froyram 
of  \.iti'm.il  Re-  j 
senreh  Ser»  iee  ' 
iwnrils 

1  inal 

Technical 

The  foiuininity  Mental 
Health  Centers  l-jc- 
tension  Act  of  1978 
(P.I..  95-622),  The 
Health  Services  Re¬ 
search  f  (leal  th  (.ire 
ToihnoloRy  Act  of 
1978  (P.I..  95-625) 

AmerhbiH'nts  are 
specifically  nan- 
dated  by  law.  The 
S«’c.  is  taking  ap¬ 
propriate  ailninis- 
trative  action. 

Those  revised  regiila- 
t ions  govern  the  pro¬ 
gram  of  NRSA’s  which 
are  given  to  promote 
research  training  in 
specified  areas  of 
sc ience 

No 

Dr.  William  Raub 

Associate  Director  for 
Fxtrainural  Research  and 
Training,  NIIl,  Bethesda, 

MJ.  20205 
(301)  496-1096 

t(>)nt  inudl  I'jnj 
*RA-RoEUlatoiy 

NATIONAI,  INSTinrnS  OF  tllAI.TII  Analysis  (Yes/N.j) 

. wijrLvniiN  Aiimi 


Title 

State  of 
nnvelo^^  nt 

Classificat ion 

St'itutory 

fkaM  to 

Regulate 

Descript ion 

*  '1 

*RA 

font. act; 

Troti't  t  icwi  nf 
Ihii’im  Siihjett*; 

Htn  of 

Miin.ni  SiiVuy  Ts 

I'Mureil  ir. 

SujVltO!  tf.)  .MO 

lutv j  !v4 
MMIVh 

Policy  Sipfiificant 

Niit  s]vcifically 
required  by  legis¬ 
lation,  general 
authority  UK  Act 
Sc'ct  i  on  301 

Tlic  Department  is 
considering  mayor 
charges  in  ^il  icy 
and  has  reepH-sfrd 
public  comm,  nt  on 
pro|r>sal. 

Regulations  would  re¬ 
quire  institutions 
applying  for  Hli'W  grants 
or  contracts  in  support 
of  research  involving 
hinsan  subjects  to  pro¬ 
vide  assurances  tint 
they  have  in  force 
nKvh.iaisris  to  provide 
comi'cnsation  for  in¬ 
dividuals  wlio  suffer 
injury  as  a  result  of 
tlieir  p.articipat  ion  as 
subieets. 

No 

Mr.  F.  William  Duiuncl 
Office  for  Protection  fr-im 
Research  Risks,  Mil,  West 
wood  bldg..  Room  304, 
Bcthcs.la,  Mil.  20205 
(301)  496-7005 

Plot  CM-T  )on  of 
Ihnu.in  S.jhin  t v 

mns 

to 

VO Iv  ini’  Jhn-;#' 

llVsf  1 1  Ut  ioiKI 
li:oJ  .i-s  'Ifn- 
la  1 1 V  Ih 

1  inal 

Policy  Significant 

•ill  ioral  Ri'ce.arch 
Act  ilM,.  93  348) 

Statute  e;pecifi- 
r.illy  requires  .ip- 
propt  iate  adiidnis- 
lr.it  ive  art  ion  by 
the  Sec.  fhe  Sec. 
has  Jocidod  to  issue 
regulations . 

Ri'gulat  ions  provide 
ad.!  i  t  i  onal  protect  ions 
for  subjects  of  IlliW 
conducted  or  sui'.p.ait  e J 
research  involving 
tho.se  inst  itiit  iona- 
lited  as  mentally 
disabled . 

■  "1 

No 

Ntr.  F.  Willinm  I'oniroJ 

Office  for  Protection  from 
Resell ch  KisKs,  Mil,  Wc.sT 
wooil  Blilg.,  Room  .'^<*4, 
B4:-Thosvi;i,  Ml.  20:o:) 

4Uf)  7l>US 

1  Htl  ot 

flMTllI  liVf  «s- 

rtt  Wilts  111 

fiilv  iiv 

!  inal 

Policy 

f4it  MWkil 
v-T  (T.L. 

•H.Triitc  j  f ical  1> 

T**ip»ires  ajTpropriatt 
i  vf  iw- 

tiiwi  by  IIk'  S<*c. 

T^e  Sec.  kwis  ileciik^xl 
*o  leinilat  ioir 

Regulations  provide  ad¬ 
ditional  protect  i.-Tiis 
for  suliiccts  of  Hti'W 
conducted  or  sug.fiottcd 
research  involving 
chi  Idrt  n 

No 

Ml,  F.  ktillriw 

Off  K f or  Prol  tH-t  jc’ii  from 
WtVH<«Ty.h  Risks, 

Mxifci  .V*4,  hi  llvsaj, 
HI. 

(VO)  7i>i*S 
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NATIONAl.  INSTITUreS  OF  UTAl.ni 
WilinjulON  AtjjNDA 


Staf?e  of 
Devcloiiim'T^t 


('lassif  icai  ion 


nir?  for 

Nin,  Ni.utim- 

lit  ants  for 
i'i'Mnj>rclu?ns  i  \,v 
1  enters 


Kvm 


Policy  Significant 


Statutory 

liase 


Need  to 
HoRul«ate 


Hescription 


*RA 


National  .Anthritis 
Aet  of  1974  (P.L. 
93  ^40),  National 
Dialietes  Mcllitus 
Rescan  h  li  lidtwia- 
tion  Act  (P.L.  93- 
3S4),  Arthritis, 

Ui abates,  f|  Diges¬ 
tive  Disease  A)»cnd 
iivnts  of  3  976 
fP.l..  94-f>62) 


The  .statute  sets 
general  policy. 
Major  important  im- 
Icmc'nting  provisions 
need  regulation. 


Tlu.s  regulation  covers 
grants  by  NIANfllD  for 
the  supi)ort  of  com¬ 
prehensive  centers 
for  research,  training, 
and  information  dis¬ 
semination  concerning 
(1)  diabetes  (2)  art 
hrit is 


No 


(■)»««)/ IfBfr.)  IK* 

Inne  1,  1979 


lilit 

Subpart  A  - 
Reiiulri'sc-nts 
tor  a  Health 
Nainrenance 
Orguuizat ion 


Subpart  b  - 
Federal 
Financial 
Aaslatani.e: 
l^neral 


Office  of  Health  Maintenance  Organisations 
Seal-annuaJ  Agenda  of  Rtgulatlona 


Stage  of 

ZK-veioproent  Claealficatlon 

NPRM  Policy 

<ln  clearance  •  Significant 

to  be  Issued  as 
interia  regulations) 


NPKM  do 

(in  clearance  • 
to  be  issued  aa 
final  regulatlona 
with  coesnenta) 


Statutory 

Base 


Need  to  j 

Regulate  Descript  Ion  RA~~ 


Title  .Hill 
of  the  Public 
i!*talth  Service 
Act,  aa  amended 


Law  requires 
the  develop-* 
cent  of 
regulations 


Defineb  the  No 

health  benefits, 
providers  of 
health  services, 
fnethod  of  payrnent, 
organization  and 
operation  of  the 
HMO,  and  special 
requirements  with 
respect  to  titles 
XVIII  i»  XIX  B.erabers, 


do  do  Sets  torth  require-  No 

merits  for  the  award 
’  of  grants,  loans,  & 

loan  guarantees  to 
public  or  nonprofit 
private  entitles  (other 
than  nonprofit  private 
entities)  for  feasi¬ 
bility  surveys, 
planning  and  initial 
development  costs,* and 
Initial  operation  costs 


U  RA  -  Regulatory  analysis  (Yes/No) 


(DeJet jon) 
*RA-Rejnjlatory 

Anniysis  (Yes/lStoi 


riintacT:  _ 

(Arthritis) 

Dr.  Steven  HauMuan, 

SpiMial  Assistant  To 
Associate  Director, 

Nl.Wn,  NTH,  Westwood 
Bldg.,  Rixim  403,  BctIksJj, 
Ml.  20205 
(301)  4*96-7495 

(Dialietes) 

Dr.  Koatha  Krueg'  t* 

Special  Diabetes  Progi.im 
Director,  NIAMDD,  Nli), 
Westwood  Bldg.,  R«X)j«  f)22, 
Bethesda,  Mi.  20205  ' 

(301)  496  7418 


Pont  ac  t 

H.  Rirle  bt lut 
Regular  Ions 
Ofllce,  OHMO, 

Park  Building, 
Boom  3-32, 

12420  Parklawn 
Drive,  Rothville, 
*W.,  20P57 
301^4  3-4b95 


do 
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Title 

Subpart  C  - 
Craats  for 
Feasibility 
Surveys 


Subpart  D  - 
Grants  and 
Loan  Guaran* 
tees  for 
Planning  S 
for  Initial 
Development 
Costs 

Subpart  E  - 
Loans  &  Loan 
Guarantees  for 
Initial 

Operating  Costa 


Suhpart  F  - 
Qualification 
of  Health 
Maintenance 
Organizations 


1^/  kA  -  Regulatory 


Title 

Subparc  G  - 
Restrictive 
State  Laws 
&  Practices 


Subpart  H  - 
Employees* 
Health 
Benef its 
Plans 


S  ;bpart  I  - 
Continued 
Regulation 
of  HMOs  and 
Other  Entitles 


U  KA  -  Regulatory 


Stage  of 
Development 

Interim 
regulations 
(draft  being 
revised) 


Classification 

Policy 

Significant 


interim  do 

regulations 

(draft  being 

revised) 


Interim  do 

regulations 

(draft  being 

revised) 


Interim  do 

regulations 

(draft  being 

revised) 


Statutory 

Base 

Need  to 
Regulate 

De,crlpCloa  HiM 

Title  Kill 
of  the  Public 
Health  6ervlca 
Act,  as  amended 

Law  require, 
Che  develop* 
oenc  of 
regulation. 

Set,  forth  No 

r,qulrraencs  for 
conducting  survey, 
to  determine  the 
feaelblllty  of 
developing  and 
operating  or  ex¬ 
panding  Che 
operating  of  HHOs. 

do 

do 

Seta  forth  require-  No 
ments  for  planning 
and  Initial  develop¬ 
ment  projecca  or  for 
significant  expansion 
of  the  membership  of, 
or  areas  served  by 
qualified  HMOs. 

do 

do 

Secs  forth  require-  No 
ments  for  the  award 
of  loans  and  loan 
guarantees  for 
for  Initial  operating 
coats  of  HMOs. 

do 

do 

Seta  forth  require-  No 
ments  for  deter¬ 
mining  whether  an 
entity  Is  a  qualified 
HMD. 

Contact 

H«  Earle  Belue 
Regulations 
Office,  OHMO, 
Park  Building, 
Room  3-32 , 

12420  Parklavn 
Drive,  Rockville 
Md.  20857 
301/443-4695 


do 


do 


analysis  (Yes/No) 


Stage  of 

Statutory 

Need  to 

1/ 

Development 

Classification 

Base 

Regulate 

Description  RA 

Contact 

Policy  Significant 

Title  Xlll 
of  the  Public 
Health  Service 
Act,  as  amended 

(Delate 
from  agenda; 
Regulations 
published  on 
10/18/74  In 
final) 

Secs  forth  No 

requirements 

prohibiting 

States  from 
establishing 
or  enforcing 
any  law  which 
would  prevent 
an  entity  from 
doing  business 
as  an  HMO. 

H.  Earle  Belue 
Regulat ions 
Office,  OHMO, 
Park  Building, 
12420  Parklawn 
Drive,  Rockville, 
Md.  20857 
301/443-4695 

interim 
regulations 
(in  clearance  • 
to  be  issued  as 
an  NPRM) 

do 

do 

Law  requires 
Che  develop¬ 
ment  of 
ragulaclona 

Secs  forth  No 

requirements 
for  certain 
employers  and 

States  and 
political 
subdivisions  of 

States  to  Include 

In  any  health 
benefits  plana 
offered  to  their 
employees  the  option 
of  membership  In 
qualified  HMOs. 

do 

f  inal 

regulations 
(draft  being 
revised) 

do 

do 

do 

Seta  forth  cone inued  No 
compliance  require¬ 
ments  for  qualified 

HMOs 

do 

analysis  (Yes/No) 
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(New  Regula¬ 
tions  on 
training 
and  ifcch- 
nical 

assistance) 


Stage  of 
Development 


under  development 


Classlf icatloa 


Policy 

Significant 


Statutory 

Base 

Title  XIII 
of  the  Public 
Health  Service 
Act,  ae  amended 


Law  requires 
the  develops 
ment  of 
regulations 


To  set  forth 
requirements 
for  the  develop¬ 
ment  of  a  training 
and  technical 
assistance 


H.  Earle  Bclue 
Regulations 
Office,  OHMO, 
Park  Building, 
Room  3-32, 

12420  Parklawn 
Drive,  Rockville 
Md.  20857 
301/443-4695 


(New  Regula¬ 
tions  on 
Construction) 


draft  being 
revised 


To  set  forth 
requirements 
for  the  award 
of  loans  to 
public  and 
nonprofit  HHOs 
and  for  the 
award  of  loan 
guarantees  to 
private  HMOs  for 
the  acquisition 
and  construction 
of  ambulatory 
health  care 
facilities 


ij  RA  -  Regulatory  analysis  (Ves/No) 


OGCFM  REGULATIONS  AoENDA 


Classification 


Cost  Allocation  Plans 
for  Public  Assistance 
Progr«irT)9. 


Cost  Prinripics  for 
Cruntb  and  Contracts 
with  State  and  Local 
Concernments,  Education¬ 
al  Institutions,  and 
olln  r  Non-Prof  ]  t 
Org.iniz.itions 


Need  to 
Regulate 


Sec.  1102,  Reassignment  of 
49  Stat.  approval  authority 
647;  for  public 

42  use  1302  assistance  cost 
allocation  plans 
within  the  Depart¬ 
ment.  Need  to 
clarify  require¬ 
ments  on  prepara¬ 
tion  of  plans  and 
amendments  to 
plans.* 


The  proposed  regulation 
will  revise  existing 
regulations  on  the  pre¬ 
paration,  submission  and 
approval  of  cost  alloca¬ 
tion  plans  used  by  States 
to  compute  claims  under 
public  assistance  pro¬ 
grams  authorized  by 
Social  Security  Act. 
Regulation  will  also 
cover  submission  of 
aroendr.icnts  to  plans,  re¬ 
quirements  for  adherence 
to  plans  in  computing 
claims,  and  cost  dis¬ 
allowance  procedures. 


Issuance  of  re-  The  regulation  will 

vised  cost  incorporate  revised  0MB 

principles  by  OHB.  (Mrculars  on  cost 

principles  for  Federal 
grants  and  contracts  with 
State  and  local  govern¬ 
ments  and  educational 
institutions,  the 
regulotlon  will  also 
incorporate  a  soon-to-hc- 
issued  0MB  Circular  on 
co.st  principles  for  other 
*  non-profit  organiz.itions 

^  (excluding  ho.spitals) . 

J*.  The  Circulars  will  be 

incorporated  into  the 
/  regulations  verbatim. 


Henry  Klrschenmann 
Director,  Office  of 
Grant  and  Contract 
Financial  Kanagement 
HEW 

Roots  544G,  Humphrey 
Building 

200  Independence  Ave. 
S.W.,  Wash.,  D.C. 
20201 

(202)  755-7562 


Gary  Talesnik 
Director,  Policy 
Divlsioj),  Office  of 
Grant  and  Contract 
Finauiial  Management 
HKW 

Room  54 4G,  Humphrey 
Bui Iding 

200  Indepeudonre  Ave. 
S.U. ,  Wash. ,  D.C. 
20201 

(202)  755-7613 
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U.S.  PUBLIC  HEALTH  SERVICE 

ALCOHOL.  DRUG  ABUSE,  AND  MENTAL  HEALTH  ADMINISTRATION 

Statutory  Need  to  1/ 

Title  Type  Classification  Base  Regulate  Description  RA— '  Contact 


NEW  ENTRIES:  NONE 


'Continuation  from  the  last  agenda 


U.S.  PUBLIC  HEALTH  SERVICE 

ALCOHOL.  DRUG  ABUSE,  AND  MENTAL  HEALTH  ADMINISTRATION 


Title 


Type  Classification 


Statutory 

Base 


Need  to 
Regulate 


Description 


raI/  Contact 


Grants  for  Community  F 

Mental  Health  Centers 

Policy  Significant 

P.L.  94-63 
P.L.  95-83 
P.L.  95-622 

Formula  Grants  for  F 

Drug  Abuse  Prevention 

Functions 

Pol  icy  Significant 

P.L.  92-255 
Section  409 

Grants  to  States  for 

Alcohol  Abuse  and 

Alcoholism  Prevention, 

Policy  Significant 

P.L.  94-371 
Section  310 

Treatrent.  &  Rehabilitation 
Services  &  National 
Alcohol  Research  Centers 
(Grants  for  Uniform 
Alcoholism  and  Intoxica¬ 
tion  Ireatment  Act) 


Required  by 
statute 


Required  by 
statute 


Required  by 
statute 


Establish  requirements  for  No 
grants  &  applications  for 
grants  under  the  CMHC  Act. 

It  includes  requirememts  for 
the  development,  submission, 
and  approval  of  State  plans. 


Lindsley  Williams 
OPDA/NIMH 
5600  fishers  Lane 
Rockville,  Md. 
(301)  443-3175 


Authorizes  formula  grants  No 
to  States  to  assist  them 
in  the  preparation  &  admin, 
of  plans  for  planning 
establishing,  conducting,  & 
coordinating  projects  for 
the  developm.erit  of  more 
effective  drug  abuse  pre¬ 
vention  functions  in  carrying 
out  projects  under  and  other¬ 
wise  implementing  the  plans; 
and  in  evaluating  the  results 
of  implementation  plans. 


Nancy  Soulen 
OD/NIOA 

5600  Fishers  Lane 
Rockville,  Hd. 
(301)  443-1644 


Authorizes  special  grants  No 
to  States  which  have  adopted 
the  basic  provisions  of  the 
Uniform  Alcoholism  &  Intoxica¬ 
tion  Treatment  Act.  The 
Uniform  Act  requires  that 
alcoholism  be  viewed  as  an 
illness  to  be  treated  by 
community  health  S  social 
service  agencies  and  that 
public  intoxication  be  approached 
as  a  public  health  problem 
rather  than  a  crime. 


Susan  Farrell 
Legislative 
Services 
NIAAA 

5600  Fishers  Lane 
Rockville,  Md. 
(301)  443-3887  . 
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•Chi  .qed  status 

U.S.  PUBLIC  HEALTH  SERVICE 

ALCOHOL,  DRUG  ABUSE,  AND  MENTAL  HEALTH  ADMINISTRATION 


Title 

Type 

Classification 

Statutory 

Base 

Need  to 
Regulate 

Description 

raI/ 

Contact  1 

Grants  to  States 

IF 

Policy  Significant 

P.L.  95-26  A 

Required  by 

Authorizes  the  designation 

No 

Susan  Farrell 

for  Alcohol  Abuse 

A  Alcoholism 
Prevention, 

Treatment  A 
Rehabilitation 
Services  A  National 
Alcohol  Research 
Centers 

( I nterd i sc i pi i nary 
research  grants) 

P.L.  94-371 

statute 

of  National  Alcohol  Research 
Centers  for  the  purpose  of 
long-term  interdisciplinary 
research  into  alcoholism  A 
other  alcohol  problems  and  to 
make  grants  to  such  Centers 
(not  to  exceed  $1,000,000 
to  any  one  Center  in  a  year). 

Legislative 

Services 

N1AAA 

5600  Fishers  Lane 

Rockville,  MD 
(301)  443-3887 

NOTE:  Published  on  Friday,  March  23,  1979 


CENTER  FOR  DISEASE  CONTROL 


REGULATIONS  AGENDA  -  NEW  ENTRIES 


Title 

Stage  of 
Development 

Classification 

Statutory  Base 

Need  to  Regulate 

Description 

RA* 

Contact 

H«>alth  Incentive  Grantfi 
for  Comprehensive 

Public  Health  Services 
(42  CFR  Part  51) 

NPRM 

Policy 

significant 

Sec.  314(d)  of 
the  Public 

Health  Service 
Act, 

To  Implement  changer 
made  by  Public  Law 
95-626. 

Establishes  requirements  for  health 
Incentive  grants  to  States  to  assist 
them  in  providing  comprehensive 
public  health  services. 

No 

Mr.  Dennis  Tolsma, 

Office  of  the  Center 
Director,  Center  for 
Disease  Control,  1500 
Clifton  Rd.,  NE, 

Atlanta,  GA  10333, 
404-329-3243,  or 

FTS:  236-3243. 

Formula  Grants  to 
States  for  Preventive 
Health  Service 

Programs  {U2  CFR 

Ch.  1) 

NPRM 

policy 

significant 

Sec.  315  of  the 
Public  Health 
Service  Act. 

To  implement  Sec. 

203  of  Public  Law 
95-626  which 
established  a  new 
Sec.  315  of  the  PliS 
Act. 

Establishes  requir*^menns  for  formula 
grants  to  assist  States  in  planning 
and  developing  preventive  health 
service  programs. 

No 

Mr.  Dennis  Tolsma, 

Office  of  the  Center 
Director,  Center  for 
Disease  Control,  1600 
Clifton  Rd.,  NE, 

Atlanta,  GA  30333, 
404-329-3243,  or 

FTS:  236-3243. 

Crams  for  Preventive 
Health  Services  * 
(previously  titled 
Grants  for  Disease 
Ciintrol):  Grants  for 
Research ,  Depxjnst  ra¬ 
tions,  and  Public 
Infornujtlon  and  Educa¬ 
tion  for  Prevention  an« 
Control  of  Venera 1 
Diseases  (42  CKR  Part 
51b) 

NPRM 

Technical 

Sec.  338  of  the 
Public  Health 
Service  Act. 

To  implement  changes 
m.ide  by  Public  Law 
95-626. 

Establishes  requiror-ients  for 
research,  demonstrations,  ami 
public  information  and  education 
grants  for  the  prevention  and 
control  of  venereal  diseases. 

No 

Paul  .1.  Wiesner,  M.D., 
Director,  Venereal 
Disease  Control 

Division,  Bureau  of 
State  Services,  Center 
for  Disease  Control, 
3600  Clifton  Rd.,  NE, 
Atlanta,  GA  30333, 
404-329-3343,  or 

FTS:  236-3343. 

^Regulatory  Analysis 
(YeK/No) 

. 

. 
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FOR  DISLASE  CONTROL 
R£CULATTO_«S  AGENDA  -  NEW  E!^IES 


Ti  t  li 

Stage  of 
Development 

Classification 

Statutory  Base 

Need  to  Regulate 

Descript ion 

RA* 

Contact 

Foreign  Quarantine: 
Importation  of  Certain 
P>ings — Dogs  and  Cats 
(42  CEK  Part  71) 

NPRM 

technical 

Sec.  361  of  the 
Public  Health 
Service  Act. 

To  implement  revised 
requirements  for 
importing  dogs  and 
cats  Into  the  U.S. 
to  conform  to 
currently  accepted 
b**alth  practices 
and  to  provide 
flexibility  to  cope 
with  the  frequent 
changes  In  avail¬ 
able  animal  rabies 
vaccines . 

Modifies  requirements  for  importa¬ 
tion  of  dogs  and  cats  into  the 

U.S.  by  (1)  eliminating  inspection 
requirements  for  wild  dogs  and  wild 
cats,  and  vaccination  requirements 
for  wild  dogs:  (2)  prescribing 
currently  available  vaccines:  and 
(3)  allowing  domestic  dogs  requiring 
vaccination  to  be  vaccinated  at  theii 
destination  rather  than  at  the  port 
of  entry. 

No 

Mr.  Joseph  F.  Giordano, 
Director,  Quarantine 
Division,  Bureau  of 
Epidemiology,  Center 
for  Disease  Control, 

1600  Clifton  Rd.,  NE, 
Atlanta,  GA  30333, 
404-329-3674,  or 

FTS:  236-3674, 

Clinical  Laborat^'fles : 
Personae  1  Standvirds 
(42  CFR  Part  74, 

Subparl  D) 

NPRM 

Policy 

significant 

Sec.  353  of  the 
Public  Health 
Ser\'lce  Act,  and 
Sec.  1861  of  the 
Social  Security 
Act. 

To  implement 
legislative  require¬ 
ments  for  establish¬ 
ing  personnel 
standards  in 
clinical  labora¬ 
tories  licensed  or 
certified  by  the 
Department. 

Update* proposed  personnel  standards 
to  reflect  scientific  and  technical 
advances  made  during  the  past  ten 
years  and  proposes  a  less  burdensome 
regulatory  structure. 

Dr.  Louis  C.  LaMotte, 
Director,  Licensure  and 
Proficiency  Testing 
Division,  Bureau  of 
Laboratories,  Center 
for  Disease  Control, 

1600  Clifton  Rd.,  NF, 
Atlanta,  GA  30333,  • 
404-329-3824,  or 

FiS:  236-3824 

^kegalatorv  Analysis 
(Yes/Wo> 

t 

CF.KTJ^R  JO^  DISEASE  CONTROL 
M^il'?'ATlONS  AGENDA  -  CONTIIOJAXION 


Cranta  for  Preventive 
Health  Services 
(previously  titled 
Grants  for  Disease 
Control)  (42  CFR  Part 
51b) 


Stage  of 
Development 


Classification 


Statutory  Base 


Secs.  317  and 
318  of  the 
Public  Health 
Service  Act* 


Need  to  Regulate 

r»  Iffiplement  change^ 
jmade  by  several 
public  laws  enacted 
since  the  existing 
regulations  were 
issued. 


Description 


Revises  requirements  for  grants 
to  State  and  local  health  agencies 
to  assist  them  In  meeting  costs 
of  preventive  health  services. 


Wlndell  R.  Bradford, 
Associate  Director, 
Bureau  of  State 
Services,  Center  for 
Disease  Control. 

1600  Clifton  Rd.f  NE, 
Atlanta,  CA  30333, 
404-329-3773  or 
FTS:  236-3773,. 


^Regulatory  Analysis 
(Yes/No) 
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CENTER  FOR  DISEASE  CONTROL 


REGULATIONS  AGENDA  -  CHANGED  STATUS 


Grants  for  Advancement 
of  Health  in  Coal 
Mining  (42  CFR  Part  55)(| 
Requests  for  Health 
Hazard  Evaluations 
(42  CFR  Part  85);  and 
Orrupational  Safety  antf 
Ht  a  1 th  I nves  t i ga  t ions 
of  Places  of  Employ¬ 
ment  (42  CFR  Part  d5a) 

Foreign  Quarantine: 
Disinsection  ot 
A1 rcraf t 

(42  CFR  Part  71) 


Stage  of 
Development 

Final 
(NPRM  pub¬ 
lished  in 
43  FR  56918* 
12/5/78) 


Classification 


Final 

(NPRM  pub¬ 
lished  in 
FR  18536, 
3/28/79) 


*R-  giilatory  Analysi 
(Y.»s/No) 


Statutory  Base 


Federal  Mine 
Safety  and 
Health  Act  of 
1947. 


.  361  of  the 
Public  Health 
Service  Act. 


Need  to  Regulate 


implement  changesj 
NIOSH  research 
[responsibilities 
[under  the  Federal 
nine  Safety  and 
health  Act  of  1977. 


iTo  Implement 
kinproved  procedural 
changes  for 
nisinsecting 
kl rcraf  t . 


Dcscrlpt ion 


Amends  existing  regulations  to 
reflect  research  responsibilities 
given  to  the  National  Institute  for 
Occupational  Safety  and  Health, 
Center  for  Disease  Control,  under 
the  Federal  Mine  Safety  and  Health 
Act  of  1977. 


Eliminates  the  requirement  for 
routine  disinsecting  of  aircraft 
on  certain  international  flights 
landing*at  airports  under  U.S, 
control . 


Ms.  Mary  Flint, 
Regulations  Specialist, 
National  Institute  for 
Occupational  Safety  and 
Health,  Center  for 
Disease  Control 
5600  Fishers  Lane, 
iRoom  8-11, 

[Rorkville,  MD  20857, 
301-443-3745. 

Joseph  F,  Giordan'', 
Director,  Quarantine 
Division,  Bureau  of 
Epidemiology,  Center 
for  Disease  Control, 
1600  Clifton  Rd.,  ME, 
Atlanta,  CA  30333, 
^04-329-3674,  or 
H’S:  236-3674. 


PUBLIC  HEALTH  SERVICE 


OFFICE  OF  THE  AS.SISTANT  SECPETARY  FOP  HEALTH 
Type  Classification  Statutory  Base  Need  to  Pegulate 


Description^ 


Consolidation  of  Grants  P 
to  the  Insular  Areas 
(42  CFP  Part  50) 

Technical 

Title  V 

PL  95-134 

Required  by  Statute 

Provides  authority  to  No 

consolidate  into  a 
single  grant  funding  in 
the  insular  areas 

iT^eodore  J.  Roumel 

Chief,  Grants  Managenxjnt 
Branch 

Parklawn  Building 

Room  16A-03 

5600  Fishers  l.ane 
Rockville,  Nki.  20857 
301/443-1874 

Detxiiment  and  Suspension  F 
from  Eligibility  for 

Financial  Assistance 
(41)  CFR  Part  76) 

Pol icy 
Significant 

Depaitment  has  decided 
regulations  are  needed 
to  inq:leTrent  this 
policy 

Permits  the  debarment  of  No 

organizations  and  individuals 
from  eligibility  to  receive  a 
grant  or  otlter  form  of 
financial  assistance  from 

HEW 

William  G.  Kctteie* 

Senior  Attorn‘/y 

National  Institutes  of 

Hea  1 1 1) 

fkx-.m  2B-50,  BJ-iq.  31 

9000  Rockville  Pike 
Bethesda,  M«l.  20014 
301/496-6043 

Giants  for  Adolescent  ■  P 

Pro'jnancy  Prevention  and 
Seivices  Projects 

Policy 

Significant 

Title  VI 

PL  95-626 

Required  by  Statute 

Establishes  a  program  of  No 

grants  to  be  made  to  public 
and  private  non-profit 
entities  to  assist  them  in 
operating  projects  to 
piovide  needed  corqjrehenfiii'e 
community  services 

Dr.  Lulu  Mae  Nix,  Di recta 
Office  of  Adolr;.sc«*nt 
Pregnancy  Pr  ogr ams 

Office  of  the  A.ssistant 
Secretary  for  health 

HEW,  Room  725-H 

200  Indoi>endence  Ave.S.W. 
Washington,  O.r.  20201 

48058 
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New  Entries 


*RA'-R**r.»i!  M  '»rv  An.i  I  y*<  i  ^ 
(Vrs/No) 


Substant  tve 
Recodlficailoa: 
Safeguarding  of 
Informal  ion 


Subscant Ive 
Recod  1 f icac ion: 
Fair  Hearings 


Substant ive 
Recodlficatlon: 
Aimlnistrat Ive 
Provisions  * 
Medicaid 


St  age  of 

Scat  utorv 

NtM-d  to 

IVve  U'pMt'iU 

Cl<u<si  1  irat  Ion 

Base 

Rrr.ulatc 

Dt  sc  ript  loii 

'KA 

WRM 

Policy  Signifioan 

t  Sec.  1902(a) 

(7)  of  the 
Social  Securi¬ 
ty  Act. 

> 

l*he  I>e}».irtMeut  ia 
Lon^tldering  changea 
in  policy  and  In  re- 
^iH'stlng  piihllc 
(HMiU'ntK  on  propoR.'ils 

The  propor.al  «K>iild  amend 
the  requlriHvent s  that  a 

State  nunt  provide  safe- 
'  guards  that  restrict  the 
use  or  disclosure  of 
Information  conceal tuug 
applicants  and  recipients. 

No 

B.irhar.i  SluUz.  HCFA,  Kn.  2A18 
310  C  SHeet.  S.W.,  W.i^i^hlnKtim. 
n.C  20201,  202-24S-0722 

NI'RM 

Pol Iry  SIgnifican 

L  Sec.  1902(a) 
(1)  of  the 
Social  Securi¬ 
ty  Art . 

The  Department  Is 
nnsidoring  changes 
in  policy  and  in  re- 
pieating  public' 
’canmonts  on  proposals 

The  proposal  «antld  amend 
the  rc^uirc^coents  for 
providing  an  upporlnnlty 
for  a  fa-ir  hearing  to  any 
person  whose  claim  lor 
OK'dical  assistance  Is 
denic'd  or  not  acted  upon 
prompt ly . 

Ni. 

Fllecii  Drook.,  HCFA,  Rm.  2(,I8 

110  r  Slri-ot.  S.U..  W.i-iliincton. 
O.C..  20201,  202-245-0722 

Pulfry  Sfgnlf lean 

;  Sees.  1902(n) 
(1).  (2).  (4) 
(5),  (23)  and 
Sec.  110?  of 
Ihe  Act . 

lie  Departm**nt  is 
onslderlng  changes 
in  policy  and  is  re- 
;iie.stlng  public 
'oimncnts  on  pio- 
losnis. 

11ie  prnpos.ll  would  amend 
the  re'Tulrcmcnts  for 
designation  and  certi¬ 
fication  of  the  Nctlicaid 
agency;  requirements  for 
agency  reports,  records, 
and  manuals;  and  require¬ 
ments  (or  personnel 
administration  and 

So 

tlleen  Hrc*oks,  H(IFA,  Rm  2618 

110  C  Street,  S.U.,  Washington, 
D.C..  20201,  202-295-0722 

1 

1 

1 

fiscal  administ  rat  ion. 

1 

Her  A  Kf  ‘it  lAl  ION  _At.KNJ»A 


*KA*|{«  i!u1  at  Of  V  An. 1 1  i  • 

(Vu»;/No) 


“•  . 

—  ’ 

- *  '*  —  • 

- - 

-  .  - 

... 

1  >  t  1. 

Si  age  of 
lieyclopmenl  ^ 

f'l.issi  f  Rat  ion 

Statutory 

B.ise 

N»  ed  t '»  * 

gol.ite 

Desc  ript Inn 

^KA 

Subsluntlvu 
Recodification : 
Application, 
Dvccrminacion 
of  Eligibility 
and  Furnishing 
Medical 

A:>sl  stance 

'ollry  significant 

.Ser.  1002(u)(8) 
of  ttie  Social 
Setuir  i  ty  Act  . 

Exist  ing  regnUit  tons 
need  tti  he  revised, 
lecodir led,  slmplX- 
f  fed,  .rlari  f  icd  6 
reorganized.  The 
revision  will  Includt 
review  of  suhstantiv 
policies. 

The  proposal  would  amend 
the  requirements  for 
processing  applications, 
decermining  cllgfhilitv 
and  furnishing  niccfii.il 
•  asslsrance. 

No 

Corrections  to 

Re  do si gnat ion 
and  Rewrite 
uf  Medicaid 
Regular  ions 

Rev  f  sed 

Final 

Techultal 

Sec.  1102  of 
the  Social 
Security  Act . 

Technical  correct  Ion 
.ire  needed  to 
current  regulations. 

These  amendments  will  make 
technical  corrections  to 
the  Mmlicaid  regulations 
that  %»ere  rewritten  and 
redesignated  on  September  2^ 
1978. 

No 

(  ont 1C  t 


Betsy  M.ilhesun,  H(TA,  Rm. 
Switzer  Bldg.,  110  C  Sc., 
Wasliington.  O.C..  20201, 
24S-0722 


H.iigaret  Sehnoor,  H(TA, 
2618,  Switzer  Building, 
310  C  Street,  S.W. , 
Washington,  D.C.  70201 
202-24S-0722 


2618 
,  S.W. 
202- 
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I  ti  I- 

Ri'lmbursement  of 
Federally  Funded 
Health  Centers 


Special  Care 
Utilts 


-  I’llii:- _ I 

Teiii»4nailon  of  j 

FFP:  FuiJJUJes 

Termlna- 
tlus)  of  A^rettfnenls 


Nui^lag  llume  Pio- 
vlekri  Ag,i'ei*iTie>r>is: 

f»u  rive  lute; 

Ft  leer  i'l 
In  oiun(‘Vi>lilp 


Time  Per  loti  lot 
Completion  ol 
Mi’dlcaiil 
Control  Reviews 


H-clli'ald 

tneijl.  InFonnfitlon 
Syatejns  (MMiij) 


IM  l  A  HUaHAI  ION  1M:KWA 
New  Kii  tries 


*KA~Kef»»i  I  n(  oi  y  Aonlvsi'^ 
(Yp«:/M«i) 


*»t. ol 

I  Di'v**  iMpim  lit 

Final 


.  “ 

“  •  -  •  —  -  —  -  — 

*  •*  •  -  ^  -  . . - 

t  1  i  1  1  (  at  Ion 

Slntutory 

Bnsr* 

N.ri*  to 

ki  gill. Ill- 

Dr  Si  1  ipl  i»)o 

♦RA 

Pol Iry 

Signi 1 irnnC 

Ser-;.  1107, 

1831,  IH67<>>) 

(3),  aiwi  18/1 
of  tile  Sc('1aI 

Sri  lit  li  y  Art . 

l>e|/oTt«ent  l.oa  set 
i>* w  policy  that  re- 
«Ttftres  landlffed  reg-< 
ulat  Ions. 

These  regulations  s«»t  forth 
the  rules  governing  retmbnrse- 
under  Hcrftcare  for  serv- 
i''€*s  covered  under  the  Sup¬ 
plementary  Medical  ln*^uraiue 
'rogrnm  that  are  furnishod  by 
federally  funded  health 
i-ntors. 

«n 

Pol  Icy 

Signl f leant 

Sors.  no?, 
18l4(t>),  IHOl 
(v) •  and  1871 
of  the  Social 
Security  At  t • 

D*  p  ultnenl  has  set 
ii«'w  policy  that  re¬ 
quires  modified  reg- 
olat Ions. 

TIjcso  regulations  refine  the 
definition  of  hospital 
special  care  units  and  clari¬ 
fy  the  rpqulreiiK*nts  for  their 
re imbvirsetnont  under  the  Medi¬ 
care  program. 

Mo 

tin  f  I  nos  T,  Svolos 

iifFA 

Room  106,  East  High  RIso 
RulldinR,  ()601  Ser^irily' 
Roiilovnril,  Hal!  inu  re,  M<1 

101  9  ir> 


Will  inm  Corner 
TICFA 

Roijtn  405),  East  High  Rise 
Building,  1)401  5>ecurlty 
lloulcvard,  Baltlvuiie,  Md. 
2123S 

101-*>94-  98;0 


?\?V^ 


HCFA  RKCtCATION  AGFNUA  *RA=Bogijldtoiy  Anal‘i.ib 

Mew  Kntriea  (Yes/No) 


.  1  "  ■  ^  ^ 

Stage  of 
Development 

Cl assl f  teat  Ion 

Stai utory 

Base* 

Need  to 

Regulate 

Descrlpi ion 

Coniai 

Ni*kM 

Policy  signifl- 
cdnc 

Sec.  1102  of 
the  Social 
Security  Act. 

Departreent  is  eonsl- 
deling  changes  in 
policy  and  Is  reques¬ 
ting  public  coouRent 
on  proposal. 

Tlie  proposed  regulations 
would  establish  guidelines 
for  terminating  Federal 
financial  participation  fur 
a  facility  that  la  appeallni 
a  termination  of  a  provider 
agreement . 

No 

Jamcei  Conrad,  Health  St.iuJaids 
and  Quality  Bureau,  HO  A,  Dog¬ 
wood  East  Building,  IB^**) 

Gwynn  Oah  Avenue,  Baltlwoie, 
JOJ-594-7940 

riii.il 

Pol  Ji  y 

Sigiti  1  ic.iiit 

Secs.  IK», 
1B66,  1902,  aiM 
1910  of  die  So¬ 
cial  Security 
Act. 

DepalLmeul  has  .•set 
new  policy  that  re-' 
quires  modified 
regulat ions. 

These  regut  at  loos  will 
Medicare  and  Medicaid  rules 
Identical  on  (1)  the  beginn¬ 
ing  effective  dates  of  nurs¬ 
ing  home  provider  agreements 
and  (2)  the  effect  of  a 
chatvge  In  ownership  on  the 
cont  li)uat  i*>it  of  Federal  pay- 
wents  t(  nurslug  Iiodms. 

No 

Jau***s  <W‘urad 

Health  Srandurdb  and  Qi*.tlity 
Bureau,  H<;FA,  l>ogwOi)d  Fast 
Building,  IH49  (^y/in  0.*ti 

Avenue,  Baltimore,  Mti .  21  NW 
dOJ-!>94-7940 

NF/fM 

TvchoJcul 

Sec.  ii02  oi 
the  Social 

Sec  u)  i  t  y  A4;  t . 

Dee*^rliaei(i  is  cunsl- 
deiing  changes  In 
policy  oad  lias  re- 
iiucsted  public 
cotameots  on  proposal 

The  regulation  would  specify 
t  line  requireioenCb  for  State 
Completion  of  reviews  of  the 
casej  in  Che  Medicaid  quality 
control  monthly  samples. 

The  regulations  would  also  r*-* 
a  uoiiihly  report  on  ellglblli 
and  payment  ermr  finJlngu. 

No 

tul  XI 

y 

Carlton  Stothlun 

HCFA 

Ruo»  36114,  Switzer  HuiddJ))* 

330  C  St.,  S.W. 

Washington,  D.C.,  w 

=  20201,  202-4/2- l?9h 

MuiaI 

TcfliTiicul 

Sacs.  1107, 

1902  (i>))  (4) 
aiKl  1901  (a) 

(3)  of  ihe 

The  Department  has 
set  aew  policy  that 
requires  new  or 
inodified  regulations 

The  regulations  will  add 
flexibility  to  the  re«tulieMc-ii 
under  Medicaid  (Cltlc  XIX  of 
the  Social  Security  fu  t)  for 
mechanized  clains  processing 
and  InforuMtion  retrieval 
sysietis. 

No 

s 

Was  BdliAr 

HCFA 

Switzer  BJiJk.,  iiU  C 

St.,  S.W. ,  WAShIngtun 

D.C,,  2020),  20? ms- 8-1 1  1 
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IICKA  Ri:(;tLAT10N  ACrNOA 

Row  Rn  tries 

*RA'-Regulatory  Ana T  sis 
(Yes/No) 

Stage  of 

I  Statutory 

Need  to 

.. 

lull 

Devclonm(>nt 

Clnsslfic.itlrai 

Bnso 

Re-pulaie 

!  Description 

«RA 

Contact 

Pliysiclan  Rcim- 

NPRH 

i  Policy 

Secs.  1102  and 

Department  ia  con- 

Tilts  regulstlon  would 

No 

Harold  Fishman 

boisc!in'nt  and 

Significant 

1871  of  the 

sidering  setting  new 

propose  changes  In  the  cur- 

IRTFA 

A*i<^lg«in»4*nt 

Social  Secur- 

policy  that  requires 

rent  Hcdlcsre  policy  on 

Room  181*  Fast  High  Rise 

Ity  Act. 

imodifled  regulations 

sdairtnnent  snd  relnbursenent 

,  Building*  66UI  Security 

and  is  requesting 

of  physicians. 

Boulevard,  Baltimore*  Md. 

public  cofosent. 

21213 

JOl-594-9764 

e 

1 

1 

a 

1 

' 

• 

MtlA  RUIUl.AMOX  A(.IM)A« 

Continuation  fron  Last  ARenda 


*I<A- Kfj'.M  I  .It  <*i  V  . 

(yo5i/No) 


n* !. 

Recodification  of 
Medicare  Regula¬ 
tions  Dealing  With 
Hospital  Insurance 
Entitlement*  De¬ 
ductible  and  Co- 
insurance  Require¬ 
ments 


of 

l^volopwf 

NPRN 


Technical 


Statutory 

_ Base 

Seen.  1811* 
1812*  and  1813 
of  the  Social 
Security  Act. 


N«*cd  to 

_ Ri  rul.Tte  ^ 

Department  is  re¬ 
vising  regulations  Co| 
make  their  clear* 
simple  and  up  to 
date. 


_  Descript ion  j 

This  regulation  would  pro¬ 
pose  to  clarify,  slmpliry  and 
update  existing  regulations 
pertaining  to  (1)  entitlement 
to  Medicare  hospital  insur¬ 
ance  for  certain  groups  and 
(2)  Che  Medicare  inpatient 
hospital  coinsurance*  the 
post-hospital  extended  care 
coinsurance*  and  tlio  blood 
deductible.  i 


Cf  lit  act 

St  miry  K  itx  ’ 

IICVA 

Room  127,  East  High  Rise 
Building.  6601  Security 
Boulevard*  Raltiniore,  Md. 
2I2T> 

301-^-9)19 


Prospective  Reim¬ 
bursement  of 
Rural  Health 
Clinic  Services 


Pol  icy 
Significant 


Secs.  1833(a> 
(3),  I86l(v)(l) 
(A)*  and  1902 
(a)(13)  of  the 
Social  Secur¬ 
ity  Act. 


department  is  con¬ 
sidering  setting  new 
[>ollcy  that  requires 
ncKilfied  regulations 
tnd  is  request  iiig 
nubile  conmeot. 


This  regulation  would  proftose 
a  prospective  payment  method 
for  reimbursement  of  rural 
health  clinic  services  under 
Medicaid  and  Medicare. 


No 


Midlcaro 
Marinos  Svolos 
IICFA 

Room  106,  F.ast  lligli  Rise 
Building.  6601  Security 
Boulevard,  Baltimore,  Md. 
21735,  301-596-9315 
Medicaid 
^Hilton  Uexube 
j  HCFA 

j Room  2628,  Switser  Building 
330  C  Street ,  S.W. 
luashlngton*  D.C.  20201 
202-24S-8990 
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HCKA  Rrnui-ATIOH  *Gr.W)A 
Continuation  fro»  Lnat  AKOwIn 


*RA-Regul .itory  Analys 
(Yes/No) 


Fflytnent  fot 

ol  Pliy- 
tii  Tr.'U'lv 

hip,  llitspi  Lain,  for( 
PItysU'i.an  Ccw<ls 
lltirtpitals  00*1  Motli 
«-a  I  SctHutlfi  and 
I  <)l  Vo  1  onl  for 


Afintn  ;l 
or  Claiti 


Dcve 


icrit  Ion 


Policy 
SJp.nlf  leant 


Policy 
S ipni f leant 


Statutory  I 

_ ^se _ 

Secs.  1842(h) 
(3)  aiMl  1861  (b) 
(7) (A)  of  the 
Social  Security 
Act. 


Law  specifically 
requires  rep^ulat  Ic 


Secs.  1 102 1 18 1 4 ^Changes  in 


1815,  1835, 
1«70.  and  18/1 
|of  Che  Social 
.Security  Art. 


I.aw  specifically  re¬ 
quire  regulations. 


Dcscrlpt ion 


Tills  regulation  proposes 

iterla  under  wlilrh  Medicare 
would  pay  rea-sonahlc  chargee 
for  physician  services  in 
teaching  hospitals  or  would 
reimburse  teaching  hospitals 
for  the  reasonable  costs  of 
physician  services.  It  would 
also  specify  the  manner  and 
extent  to  wiilch  payments  wniil<{ 
ho  made  for  certain  mtuliral 
sclrool  costs  and  firr  services 
of  volunteer  physJelnns. 


Tills  regulation  specifies 
criteria  and  procedures  to 
prohibit  providers  physicians 
and  other  suppliers,  with  cer-j 
tain  exceptions,  from  assign¬ 
ing  claims  for  ^relmhursement 
'of  services  to  other  persons 
for  collection.  It  also  Im¬ 
poses  administrative  sanction^ 
ap,alnst  providers,  physicians 
and  suppl/lers  who  violate  rhh 
proh Ibi t Ion. 

t 


Contact 

Paul  Rlcsel 
WFA 

Room  190,  Fast  High  Rise 
Ruilding,  6401  Security 
Boulevard,  Baltimore,  Md. 
21235 

301-594-9595 


John  B.  Russell 
IBIFA,  Room 

l-M-^  Low  Rise  Building 
6401  Security  Boulevard 
Baltimore,  M*1.  21235 
301-594-8260 


Si. ago  of 
Devcloi'i'k*  nt 


Org.-ini  ^.'it  lou  .and 
fiinc t  i otiK  of  En«l 
Si.igt-  Renal 
DlseOH.-  (I-:SRl))  ! 

Nciworb*^  j 


1 nrent  i ve  Rr im* 
biirKi'iiMuit  fur  K»u 
Stage  Ren.ll 
nisea^e  (LSRI>) 
5u'rv  I  re«j 


If  ic.it  ion 

Pol Iry 
Sign!  f  Ic.int 


Pol  icy 
SignIfiranC 


5  *1’  *  A  * 

Continuation  from  i.ict  Agenda 


*Mi\  Kegulatuiy  Analysis 
(Yes /No) 


Staliituiv 

N.-.  t!  to 

Rase 

Hipilati' 

Description 

Secs.  226, 

Chanr.es  in 

The  proposed  regulation 

1102,  1871, 

law  require  imple- 

would  require  that  netwoiks 

and  1881  oC 

menting  instructions. 

establish  goals  to  maximize 

the  Social 

use  of  self-dialysis  and  kid- 

Security  Act . 

ney  transplantations  and  that 
there  be  at  le.ast  one  patient 
representative  on  each  net¬ 
work  coordinating  council  and 
executive  committee.  It 
would  also  refpilre  ni*twnrks 
to  submit  annual  reports; 

FSRD  facilities  to  make  indi¬ 
vidual  patient  Information 
available  to  their  network, 
medical  review  boards  upon 
request;  and  that  network 
meetings  be  advertised  and 

, 

open  Co  the  public. 

Spcs.  1102, 

Law  lo  general  terms; 

Tlie  regulation  would  propose 

l81A(b),  1833, 

laplement Ing  instrur- 

methods  and  procedures  for 

186I(v)(l), 

tlons  needed. 

reimbursing  providers  and 

1871.  and  1881 

facilities  for  outpatient 

of  the  Social 

renal  dialysis  services  pro- 

Security  Act. 

vlded  to  RSRD  patients. 

•MtA 

No 


No 


tonta»l 

R.iy  Brown 
HTFA 

Room  30f\  K.ist  l»w  Rise 
But  Id  log,  6401  Security 
Boulevard,  Baltimore,  Md. 
i  21235 

;  301-594  9029 


Mugli  H*'Convillc 
HCFA 

Room  400,  F.ast  High  Rise 
Building,  6401  Security 
Boulevard,  Baltimore,  Md. 
21235 

301-594-9682 
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lltl  A_KKC:iM.A-llllN  A(;l_NpA 
Continuation  fro»  Last  Aitenda 


♦HA  Rrp,«l;itory  Anilvti- 
(Yop/Ho) 


St  nr/*  nf 
Dcvrloi'n^nl 


Rcloburseioent: 
Internship  and 
Residency  Programs 


nA<;«tn  lent  Inn 


Pol  icy 
Significant 


SlAliitory 

R3<;e 


lR14(b),  and 
1833(a)(2)  of 
the  Social 
Security  Act. 


Ipl  inn 


Department  Is  con-  This  regulation  would  pro- 

sidering  change  In  pose  to  eliminate  the  require 

policy  and  is  re-  ment  that  a  provider’s  costs 
questing  public  com-  be  reduced  by  the  amounts  of 
ment  on  proposal.  ce**tain  grants  and  donations 
when  calculating  the  reim¬ 
bursement  allowed  under  Hedi- 
csre«  Medical^  or  the  llatern- 
al  and  Child  Health  Program. 
Hiese  grants  and  donations 
arc  those  which  support  ap¬ 
proved  Internship  and  resi¬ 
dency  programs  In  family 
practice,  general  medicine, 
and  general  pediatrics. 


nCFA 

Room  45S,  East  High  Rise 
Building,  6401  Security 
Boulevard,  Baltimore,  Md. 
21235 

301-594-9370 


Membership  on  NPRM 

Carrier  Boards 


Pol  icy 
Significant 


Sees.  1102, 
1816(b),  1842 
(f)(1),  1871, 


btepartment  is  con- 
•4|(»<  rlng  change  In 
policy  and  Is  re- 


The  proposed  regulations  would  No  Marty  Kappert 


limit  the  number  of  physlclonsj 
or  other  persons  vlth  financial 


and  1902(^(4)  qnnstlng  public  com  Interest  on  the  boards  of 
and  19n2(a)(A)  m _ r  i _  Uir.ctora  of  flacnl  Inter 


I  of  the  Social 
I  Security  Act . 


mc'iits  on  proposals. 


directors  of  fiscal  inter¬ 
mediaries  and  carriers  to 
eliminate  potential  conflicts 
of  interest. 


HCFA 

Room  256,  East  High  Rise 
Building,  6401  Security 
Boulevard,  Baltimore,  Md. 
21235 

301-594-8003 


.. J  A”*  j  ‘in. 

Contlnuntion  from  I.«TSt  Agenda 


*fvA=  IN’gulatO!  V  Analy 
(Yes/No) 


Cost  In  Rnlntod 
Oi  g.-io  i  7,it  ion*;: 

Sh.ir»'<l  Sorviros 


(  I  ass i r Icat ion 


Pol  Icy 
Significant 


Slatulorv 

Base 


Sec.  186l(v)(f)  Department  has  set 
(A)  of  the  new  policy  that 

Social  Security  requires  modified 
Act.  regulations. 


Fi«;r.^|  Inter-  Final 

m<*d  i.ir  ins : 

Nt'miu.ii  i<«ns,  Con- 
lr.»<  is, 

l.v  1 1  li.ii  i  ons ,  and 
Ni'l  ii  I  S 


Policy  Signiflcand  Secs.  1102,  Changes  in  law 


The  regulation  limits  tlie 
amount  a  provider  may  be  re¬ 
imbursed  on  the  basis  of 
charges  when  It  obtains 
services,  facilities,  and 
supplies  from  nn  organ! ;:at Ion 
related  to  the  provider  hy 
cfMunon  ownership  or  control. 


rhese  regulations  recodify 


1616,  1842,  specifically  require  existing  rcgtil.itlons  dealing 
1961 (u),  1971,  regulations.  with  contracts  between  the 

and  19/5  of  Secretary  and  Medicare  fiscal 

the  Social  intermediaries.  They  also 

Security  Act.  specify  standards,  criteria, 

and  procedures  for  determining 
the  efficiency  and  effective¬ 
ness  of  those  Intermediaries 
and  for  assigning  providers  lo 
inlerm’*diaries. 


Sec,  226(g)  of  Dcpartim'nt  has  set 
the  Serial  new  policy  that  re- 

Security  Act.  quires  modiried 

regulations. 


Bruce  Oliver 
HCFA 

Room  440,  Fast  High  Rise  Building 
6401  Security  Boulevard 
Bnllimore,  Md .  21235 

301-594-8224 


No  Vincent  A.  Acquisto 
HCFA 

Room  250,  East  High  Rise  Building 
6401  Security  Boulevard 
Rnltlmorc,  H<l.  21235 
301-594-9415 


Tliis  regulation  revokes  re¬ 
quirements  for  emergency  gen¬ 
erators  and  ground  fault 
Interrupters  in  freestanding 
end-stage  renal  disease  cent¬ 
ers  because  they  have  proven 
unnecessary. 


Roherl  Moore 

Hr,ilih  Standards  and  Quality 
Bureau,  HCFA,  Dogwood  East 
Building,  1849  Gwynn  Oak 
Avenue,  Baltimore,  Md.  21207 
101-594-9736 
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of 

Dt;yt.|lopnk.^nt 


Clabs j  f leaf  ion 


Conditions  for 
Participation: 
Skilled  riurslng 
Kacllltieb  aiul 
Inicrntcdiate  Care 
hacllities 


Policy 

Significant 


WCFA  RBQUUTIOW  ACEWDA 
Continuotloti  fro»  Laat  Altcnda 


Statutory 
Base _ 

Secs.  1102. 
laiA.  1632. 

1833,  1842. 

1801.  1802. 

1863.  1865. 

1866,  1870  and 
1871  of  the 
Social  Security 
Act. 


Need  to 

Ro^ijiate 

Depatts^vut  la  con* 
alderlng  major 
changes  In  policy 
and  la  requesting 
public  conament* 


*RA>Rcgulatory  Analysis 
(Yes/No) 


The  proposed  regulations 
would  recodify,  revise,  and 
consolidate  present  regula* 
tions  governing  conditions  of 
participation  of  skilled 
nursing  and  Interaiediate  care 
facilities  under  the  Hedlcald 
and  Medicare  programs. 


J.  Richard  Lenehan.  Jr. 
Health  Standards  and  Qua! tly 
Bureau.  HCFA.  Dogwood  fast 
Building.  IH49  Cwynn  O.ik 
Avenue.  Baltimore.  Md.  21207 
301-594-7631 


Waiver  of 
l.iabi  1  i  ty 


i  Policy 
'  Significant 


I.aw  In  general 


the  Social  Se-  terms;  Implementing  criteria  for  determining  when 
curity  Act.  Instructions  needed,  a  patient  or  provider  would 

not  be  held  liable  for  know¬ 
ing  that  the  services  were 
,  medically  unnecessary  or 

otherwise  Inappropriate  be¬ 
fore  the  services  have  been 
disapproved  by  PSRO's  for 

j  Medicare  aiul  Medicaid  payment: 


ITIiis  regulation  would  propose  No  June  Tehbult.  Health  St  .nnl.irds 


and  Oiuility  Bureau  HCFA.  Dogwii 
East  Building.  1649  Gwynn  Oak 
Avenue.  Baltimore.  Hd.  21207 
301-594-3980 


Professional 
Staudartl?.  Review 
0rgnnlz<it  Ions 
(PSRO*  s)  Sane t ion  i 
on  Providers  and 
Pract itloners 


Pol  Icy 
Significant 


I  Law  In  general 


{This  regulation  specifies 


'the  Social  Se-  j terms;  implemeni  h»r  criteria  for  invoking  sanc- 
jeuriry  Act.  |  Instrtictloiis  needed,  tloiis  against  a  health  care 

practitioner  or  provider  who 
claims  payment  for  services 
which  are  medically  unneces¬ 
sary  or  inappropriate,  do  not 
meet  professionally  recog¬ 
nized  standards,  or  are  not 
udequuicty  docuwi'nted  as  to 
■ledlcul  iiecesuiiy  or  quality. 


No  Tony  TiVnne.  Health  Stoiid.ndM 
and  Ou.ility  Bureau.  HCFA.  Dogw 
East  Building.  1849  Gwynn  thik 
Avenue.  Halciiitore,  Md.  2I2G7 
101-594-1814 


.•r  conr:iuorutioi« 


IH  I  A  Rt  t  HIAI  hW  A<d:NDA 
Continuation  from  Last  ARotwia 


*RA'^N«'gul  at  o«  y  Ana  I  y?;  I  'V 
(Yo«/Nu) 


Conditions  of 
Participation  for 
Hospitals  under 
the  Medicare  and 
Medicaid  Program.^ 


Separate  Cost  NPRM 

Entitles  and  Dis¬ 
tinct  Parts 


Payment  of  Injec-  NPW! 
tions  and  Nego¬ 
tiated  Rates  for 
Laboratory 
Services  I 


P«»l  Iry 
Significant 


!  Pol  icy 
SIgnif leant 


Policy 

Significant 


Soc.  IHuMc)(9  Departmi'nl  In  run-  This  regulation  would  proposal 
of  the  S.M'i:il  sidering  nlgnlftcani  revinril  comHtlonn  for  par-  11 

Se<urlty  A<-4 .  changes  In  policy  ticipatlon  In  Medicare  and 

and  Is  requesting  Hedlcald  for  hospitals.  I 
public  comment  on  %N>uld  simplify  the  languagi 
proposals.  and  Ufulate  the  requirement! 


ticipatlon  in  Medicare  and 
Hedlcald  for  hospitals.  It 
%N>uld  simplify  the  language 
and  Ufulate  the  requirements 
to  reflect  changes  In  legis¬ 
lation  and  advances  in  tech¬ 
nology. 


Ser,  IRbKr),  t)«>partitM>nt  Is  con-  This  regulation  would  propose  No 

(i)«  (k)(  3nd  sidering  conditions  under  wliich  a  com- 


<0,  (g),  and 
(J)  of  th*» 
Social  S*»rur- 
Ity  Art. 


sidering 

changes  in  policy 
and  is  reqviestlng 
comments  on  pro¬ 
posals. 


conditions  under  wliich  a  com¬ 
ponent  which  provides 
typically  unskilled  care 
within  a  hospital  may  be  , 
certified  .as  s  provider  dis¬ 
tinct  from  tlie  hospital. 


Secs.  18l3(a>  l.aw  specifically  This  regulation  sets  a 
(l)(D)  and  requires  regulation  reasonable  charge  for  Injec- 

in33fh)  of  rho  Cion  servicee  and  for 

Social  certain  diagnostic 

Security  Act.  I  llaboratory  testa 


Janet  Harryman,  Health  Sl.aodards 
and  Quality  Bureau  HGFA,  I>ogw*H>d 
East  Building.  1849  Cwynn  Oak  . 
Avenue.  Baltimore.  Md.  21207 
301-594-9712 


JamfK  Conrad 

Healtli  Standards  and  Quality 
Bureau.  HCFA.  Dogwood  E*ast 
Building.  1849  Gwynn  Oak 
Avenue.  Baltimore.  Md.  21207 
301-594-7940 


Paul  Rlesel 
HCFA 

190  Fjist  High  Rise  Bldg. 
6401  Security  Blvd« 
Raltfmorr.  T*d.  21235 
301-594-9595 
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1!S 

Contlnuatioa  frtm  L— t  ARcmla 


*RA“ReRMl.Uoi  y  An.ilvsi^ 
(Ycs/NtO 


UiiittMiB  Reporting 
ot  C(»bt8  and  Ucill 
zillion  of  Services 
SkilK-d  Nur&lng  & 
IiiCi'iiiiedlscc  Care 
Fat il iLles,  Home 
llv.illtt  Agencies 
and  licullh  Malo- 
tcnaiKC  Organize*' 

t  ItMtb 


Untlotm  Reporting 
ul  Disirharge  and 
bill  Data  and 
He  t'ldiiirscmcnC 
Rjios:  Health. 
Services.  Facilltitjs 
and  Of ganlzat Ions 


Stage  of 


Class  If  U'.il  loti 


Ptillcy  bignlfl’* 
cant 


Policy  slgoifl' 
cant 


SiaCui ory 

Need  lo 

IhiHe 

Ktjjul.itu 

Di'si  r  ipl  1cm  ' 

.%u<b.*  1121, 

Chuugcb  In 

Two  regulations  will  propose 

1861,  and  1902 

law  require  im- 

uiiilorm  systems  that  skilled 

of  the  Social 

plementlng  Inatruc* 

nurslrg  and  Intermediate  care 

Security  Act. 

tlons. 

facilities,  hopie  health 
agencies,  and  health  main¬ 
tenance  organizations  that 
participate  in  Che  Medicaid 
or  Medicare  program  must  use 
to  report  cost  of  operation, 
volume  of  services,  and 
capital  assets. 

Sec.  1121, 

Changes  in 

Three  regulations  will  pro- 

1861,  and  1902 

law  require  Inplc- 

pose  uniform  systems  that 

of  tlie  Social 

mentlng  In&truc* 

hospitals,  skilled  nursing  6 

Security  Act. 

tlons. 

intermediate  care  facilities, 
home  health  agencies,  and 

health  maintenance  organiza¬ 
tions  that  participate  in 
the  Medicaid  or  Medicare  pro¬ 
gram  must  use  to' report  reim¬ 
bursement  rates  and  discharge 
and  bill  data. 

JaiMcte  H.  Kaplc.  HCFA. 
Room  S07A.  Switzer  bldg. 
130  C  Street.  S.W. 
Washington.  D.C,  20201 
202<245-0697 


James  M.  Kaple.  HCKA.  Room 
3074.  Switzer  building.  1)0 
C  Sc..  S.W..  Washington.  U.C. 
20201.  202*245-0697 


««  Under  coneideratlon 


Continuation  from  Last  Agenda 


*K‘/\'Kegulaloi  t 
(Yes  'No), 


J  .  I  I . 

AH«;lp,tMeont  of 
Ihncf  its;  Coll  c 
I  Ion  i»f  Mod  ic«l 
Soppnri  FayuM'iit 


Stage  of 


Ncilicaid  (>t»altc 
Control  Syalcm: 
F.xp.'insion  of 
Inf  ttrwat  ion 
Koqn  li't-mciil  n 


CLassif ication 


Policy  Slgnlflcand 


Final 


Statntorv 
Base _ 

Sec.  1912  of 
the  Social 
Security  Art. 


Iciianges  in  law  requii 
jlmplemeriilng  instru* 
It  ions. 


fhed  to 


Sees.  1102  and  Terhalcal  changea 
1902<a>(4)  of  ■  needed  to  clarify 
Che  Social  |  current  regulations 
Security  Act. 


Dosrript  l(»n 


Thene  regulations  HfN^cIfy 
new  procedurea  (1)  allowing 
States  to  require  Medicaid 
recipients  to  assign  their 
right  to  private  Insurance 
payments  or  other  ■N'diral 
support  to  the  States;  (2) 
authorizing  child  support 
enforcement  agencies  to 
assist  in  collection  of 
medical  sup4>ori;  and  (3) 
prohibiting  Fcileral  payment 
to  aay  Medicaid  recipient 
who  is  covered  by  a  private 
health  insurance  policy 
having  a  Nodicald  exclusion 
clause. 


These  regulations  more 
accurately  describe  the 
components  of  the  Medicaid 
quality  control  program  by 
improving  several  definition^ 
correcting  printing  errors, 
in  the  March  31,  1978  pub* 
llcstion,  and  clarifying 
sampling  and  reporting 
requirements  and  a  recipient 
rights  policy. 


(Vrta^  t 


Artlnir  fpiller 

HCFA,  Room  2065.  Switzer  Bldg., 
310  C  Street,  S.W.,  Washington. 
D.C.  20201,  202-245*0384 


Charlotte  Williams 

HCFA,  Room  3622,  330  C  Street,  S.W. , 

Washington,  D.C.  20201,  202*472*3776 


I 
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AC:|’;1II>A  ^HA^R<P,mI;Moiv  Am.^Ivsis 

Continuation  frow  twfr  Agenda  <Vc«(/Ni)> 


Title 

St  .age  nf 

111 

i:ia*.sir  (ration 

St  af  ntnr V 

Basn 

Word  to 

Rogiilatv 

Desi  r  Ipi  I'Mi 

*HA 

1  01)1  art 

Sprinkler  Systems 
for  Long  Tens  Care* 
Facilities 

NPRM 

Policy 

Significant 

Sec.  1)02  of 
the  Social 
Security  Act. 

Department  Is  con¬ 
sidering  ctianges  in 
policy  and  is  re¬ 
questing  public 
cooffsents. 

The  r^Sulatlon  would  prot'osc 
requlremcnta  for  fire  extin¬ 
guishment  ayateva  In  skilled 
nursing  and  internedJate  care 
focilltles. 

Janice  Caldwell 

lle.alth  Standards  .and  Quality 

Bureau,  HCFA,  Dogwood  Fwtst 

Building,  1B49  Gvynn  Oak 

Av.niH*,  Ball  irmiie,  Md.  21207 
301-3*)4-R>42 

Util Izatlon 
Rcviuw 

NPRM 

Pol  Icy 

SI go if  leant 

Soc.  1903(r)(1 
to  of  the 
Social  Sccnrlt' 
Act . 

I.aw  in  general 
tormn;  implementing 
'  instructions  m'eded 

i 

Tlie  regulations  would  pr«>|>«>sq 
revised  requirements  a»M  pro-  : 
cedures  for  utilization  re¬ 
view  in  health  care  institu¬ 
tions  participating  in  Hedl- 
rare  and  Medicaid  programs. 
These  regulations  would  pro- 
vlile  lor  review  of  the  mi>dl- 
cal  iiecesfilly  of  admissions 
and  continued  stays,  the  ap- 
proprl.iteness  and  quality  of 
p.itient  care,  and  the  effec¬ 
tiveness  of  utlllz.ation  of 
facility  and  health  profes¬ 
sional  services. 

No 

J.ane  Tohhut  t  ,  Iteallh  Stanilards 
.md  Quality  Hureaii,  HCFA,  0»*gwo«xJ 
r.asl  Building,  1849  Cvyiin  Oak 

Avenue,  Baltimore,  FUl .  21207 
101-394-3980 

Safeguards  for 
Patient  Funds 

1  in.il 

Pol  icy 

Significant 

Sec.  1P.61(0(3^) 
of  the  Social 
Security  Art. 

Changes  in 
law  require  Imple¬ 
menting  Instruc- 
t ions. 

Tills  regulation  expands 
Standards  for  protection  of 
personal  funds  of  Medicare  and 
Modlcaid  patients  in  skilled  [ 
nursing  facilities  .and  inter- 
iiM'dlato  care  facilities. 

N<' 

M.arshnll  Kapp 

Health  St.andards  and  Quality 

Bure.au,  llOFA,  Dogwood  East 

Building,  1849  Gwynn  Oak 

Avenue,  HaltioKire,  Md.  21207 
301-394-3314 

lif  t  A  ItH  MIAI  lON  Al.lNllA 
f ‘O! 1 1 in^ K rom  Last  Afionda 


*HA '  I  ;it  oi  y  A*i>i  1  vs  i  s 
*  (Ypk/N.») 


..  > 

-  .  ... 

“ -  -  -• 

*• 

. .  ^ 

Title 

Sf  .ij'i*  of 
l)r<  VO  1  Mpnit'nl 

rl.a-.sir  If  ai  Ion 

Si  oi  ui  <11  V 

_  H.isr 

N.  .Ml  1  n 

P  i-tilai  .< 

Dc.;r  r  Ipi  l«>M 

State  Residency 
Requirements 
for  Medicaid 

Final 

Pol  icy  Slgnif team 

Sec.  1102  of 
the  S«M:la] 
Security  Aft. 

lepartmenf  h.as  sei 
now  policy  that 
rctpilres  modified 
regulat ions. 

This  regulation  establishes 
criteria  for  determining 

State  residency  of  appli¬ 
cants  and  recipients  under 
the  Medicaid  progr.im.s. 

General  Contract 
Requirements 
for  Medicaid 

Nl’KFI 

Policy  Slgnif lean 

Secs.  1102  and 
1902(.a)(4)  of 
l  ho  Soc la 1 
Security  Ai t . 

Law  In  general  terms; 
implementing  insiruc-' 
tions  needed. 

This  regulation  proposes  re¬ 
quirements  to  strengthen 
protections  against  questloTis 
on  contract  practices  and 
possible  program  abuse  and 
to  remiHly  ambiguities  and 
omissions  in  existing  regu¬ 
lations.  .  . 

Family  Planning 

Fiiml  with 
ronunent 
per ioJ 

Pol  Icy 

Gli^nlr'lcaut 

Gees.  l'K)3(n) 
(3)  ond 
(l|)(f:)  of  the 
^.ocial  Security 
Act. 

Doj'nrtixent  has  sot 
new  policy  that 
requires  new  or 
modified  re(ju3.atlcxis 

Tlii.s  rerpilation  syie.'ifies 
Federal  requir«nont.s  for 
pro/ision  of  family  planning, 
services  under  Medicaid. 

It  also  ni»eclfleB  tyj’cn  and 
ran/’es  of  services  that  may 
be  included  by  the  States. 

Medicaid 

Utilization 

Control 

Final 

r-ollry 

Pi/mificftnt 

Gees.  110?  and 
1903(r.)  of  the 
Social  Security 
Act. 

Chanc'^s  In  law 
.srerifically  require 
re/mlation. 

Ibis  rcf^lation  specifies 
retiulrements  for  control  ovo 
the  utillzAtion  of  inpatient 
institutional  services  in 
the  Medicaid  prOF.rani«  The 
refpjlation  also  sj-ecifles 
requirements  Gtates  must 
meet  to  avoid  reduced  Federo 
matching;  the  content  of 
quarterly  reports;  and  the 
methods  for  making;  re<luc- 
tions  of  Federal  matching. 

FlJz.iboth  B.irnes 
HCFA,  Room  2623.  Switzer  Dldg., 
330  C  Streot,  S.W. ,  Washington, 
D.C.,  20201  2^3-033A 


Richard  Davi«5on 

MO'A,  Room  4317,  Switzer  Building 
330  C  Street,  S.W.,  Washington, 
D.C.  20201  243-1390 


Marf'aret  Schnoor 
IlfFA,  Room  ?6l8,  rjwilzor 

Puildinr.,  330  c  r»tr*-pt,  s.w, 

WardiiriKton,  D.r.  ?0:’01 


Tliil  Otto 
irFA,  Piwm  3^13 
r.wit/er 

330  C  Street,  G.W. , 
Wnshinf^tcMi,  D.C,  POPOl 
POP-t7?-6'>51 
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tw  ai:kwia 

*KA= 

kegiilaiury  Aii.tlv.i  . 
(Yes/tio) 

Title 

1  Stage  nf 

Clnnsl f  teat lun 

Stululory 

Base 

Need  to 
regulate 

He  SCI-  ipl  JiHi 

'(L\ 

Coill  .!•  1 

^rauil  in  the 

NHliM 

Policy  significan; 

Secs.  1861 (k). 

Department  is  conal- 

litis  regulation  would  require  all 

Nu 

Irwin  Cohen 

Abblstan< 

e 

1902(a)  OO), 

dering  new  poll(:y  and 

States  to  Implement  a  written  veri-  i 

HCFA 

Program — Vcrl f 1- 

1903(e)(1)(C), 

Is  requesting  public 

flcdtion  of  Kervicea  program  wl 

ti. 

Kid  3B8  East  lUgb  Kise, 

.'at  lun  of  Scrvlci 

a 

aud  1901(0(6) 

coanent  on  proposals. 

Hedlcaid  recipients  In  order  to  Im- 

6401  Secuiilv  Klvd., 

of  the  Social 

prove  the  capability  to  detect 

and 

h.iltiuK>re,  M.iiylaiKl 

Security  Act. 

deter  fraud  and  abuse. 

212  14,  301  '»*<4-V.lS 

Ulttiholding  Hay- 

m‘w 

Policy  significant 

Secs.  U02  g  18/ 

The  Department  Is  con- 

This  regulation  would  clarify  due 

No 

lAiitliony  Luvecihio 

HtcfUb  to  Hrovi- 

ut  tUu  Social 

sidering  new  policy  4 

proceSB  procedures  that  must  be 

:  MCFA 

dors  ol  Services 

Security  Act. 

Is  requesting  public 

followed  idicn  payments  to  providers,  1 

Kooui  bi2 

anJ  uthc-t  Sup- 

comments  on  pioposalb. 

physicians,  and  suppliers  ut  servicesi 

Last  lllgli  Ida.:  IIMk. 

pi iers  ot 

under  tlie  Medicare  piogiam  are 

with- 

6401  Seem  fly  bivfl.. 

Sorv  icob 

held  because  of  suspected  fraud 

or 

Baltliuore.  Mt1 .  ,  212 

willful  mibrepresentatlon. 

i01-394-9'*8tt 

I'tOk-cilurcs  for 

HVUM 

Policy  significant 

Sera.  1102,  1902 

The  DepartiBcnt  is  con- 

litis  regulation  would  set  forth 

Slate 

•No 

Irwin  Cohen 

kvc<*viry  of  Hay- 

(a) (4) (A) ,  and 

sidering  new  policy  and 

plan  requli  emeiits  for  States  to 

ItCFA 

niciitb  and  Sane- 

19U2(u)(30)ol 

lb  requesting  public 

esiabllsti  weehunisns  for  rec^we 

ry  of 

Koom  SH8 

ttons:  Hc-dicald 

the  Social  Set u- j 

comsuu.ts  on  pruposals. 

ovi  rpjytucucs  in  the  case  ot  ra 

ud  Ol 

KaiiC  High  KIm  bl  iK 

Sci  vii  ob 

rlty  At  t. 

abuse  undei  tlie  Hedlcaid  progta 

ut. 

6401  Security  l\lv.l 

B.'lttmore,  21  *• 

KjI 

Pol  fey 

Sk-cb.  1102, 

I.aw  In  general 

This  r«*gulAtlon  would  proposi  i 

No 

Mendel  S. 

Significant 

IU6l(v)(l)(A) 

terms;  Iraiilemeut  lug 

cruel  la  for  reopening  cer- 

HCKA 

(11).  and  1818 

instruct  ions  needed. 

tain  provider  cost  reimburse- 

Room  127  t.i:.!  Migli  Ktse 

(f)(1)  of  tlio 

nieiic  delerminat  loiib .  It  wouK: 

6401  Security  lUuil.vuid 

it 

Social  Security 

also  propose  procedures  for 

B.l)  t  imr  n- .  M.I  .  .'I'l‘. 

Act . 

1 ina)  review  of  Provider  Hu- 

101-594-4?  1.* 

iHibursement  Review  Board 

.(HRKh)  dciisions. 

i 

HCW 

‘••Inrorporat 

.•s  ItrniS  from  pi 

cvliHis  agenda  cntl 

1  Ud 

houia  G-50,  Altaioyu. 

iscuicuC  board  IWcl 

.  I.knv*' 

!  1 

Building,  6401  Sekurily 

and  '*Hcopc 

ling  and  Revisli 

Claims  DeCeroiina 

t  lora 

undei  the 

udlcarc  Prograt 

1 

i  ( 
1  ! 

Title 

Technical 

Air.endaents:  Chlro* 
praetors.  Physical 
Therapists,  and 
Speech  Pathologist 


SI  rip,.'  of 
l»r  vr  nt 

Final  with 
coment 
period 


if  ni  i( 
Technical 


lit  I  A  Kl.l  lilAlltm  AMt(l\A 
Contiimntlon  from  Last  ARcnda 


S»  at  III  oi  V 

K.T^r 

Secs.  1661(r) 
and  1061(8)  of 
the  Social 
Security  Art . 


Ni nl  to 
K.  C.iilati- 

Dcpaitvent  la  con¬ 
sidering  new  policy| 
and  is  requesting 
ptihllc  comnent  on 
the  regulation. 


I'.M  I  .It  !•  V  An  1 1  V «,  i  * 
(Yrr./t»iO 


hr*; 


Ipt  ii 


The  regulations  would  conforn| 
definitions  of  physical 
therapist  assistant  and 
speech  pathologist  to  other 
related  regulations;  clarify 
requirements  for  outpatient 
physical  therapy  and  speech 
pathology  services  provided 
at  a  home  health  agency;  and 
provide  Independent  physical 
therapists  and  chiropractors 
the  same  appeal  pro«'<‘dures 
currently  available  to  other 
providers . 


( niH  ar  i 
Stefan  Miller 

Health  Standards  and  (hiallty 
hiircnu,  lirFA,  Room  349 
Fitst  High  Rise  RiiLIdlng 
6401  Security  Boulevard 
Rnltimore,  Md ,  2123S 

301 -'>94-9746 
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Title 

Validation  of 
Accreditation 
Surveys  of 
Hospitals 


Professional 
Standards  Review 
Organization 
(PSRO)  Review  of 
Intermediate  Care 
Facll Ities 


Intermediate 
Care  Facilities/ 
Skilled  Nursing 
Facilities  Reim¬ 
bursement  Revl- 
sluns 


Redcslgnat Ion 
of  Medicaid 
Administrative 
Rc-quirements 


Final  (NPRH)j 
publlshCKl 

knum 


Final  (NrpM 
puhli Ahed 
2/l/»/;9) 


n»;i!  (NPFM 
/./i8/79> 


Flrnl  (Flnnl 
v,ith  coxtnont 
I  t  I  iod 
ptibl  lotted 
il/21/79) 


y 

S i  f  leant 


fV»t  If  V  nlpnl- 
f Irnnt 


IK.iA  Kicni  AI  IHN 
Changed  Status 


1  irat.  Ion 

Pol (cv 
SlKni f leant 


Si  at  III  ni  V 
Base 

Sees.  1107, 
1861(b),  1H6/.. 
186S,  and  1871 
of  th<*  Sof  lnl 
Srrur  i  t  y  At:l . 


.  ll5S(n) 
of  the  Social 
St* ror  1 1  y  A<  t  . 


roe,  1102  of 
the  Social 
Sf»rurlty  Act. 


Sec.  1102  of 
the.  Social 
Security  Act  . 


|•uiat• 

l>t  partme^nt  has 
new  policy  that  rc- 
quireq  modi  fled 
rruifl.Tt  ions . 


■|»o»j»os  In 

Jaw  requtro  imple- 

Tu  tK  inp  lost  rue  • 


Kcp.nlalot 

(Ycs/Nm) 


T.aw  In  general  terms 
implement  log 
Instructions  needed 


Redcslgnat ton  needed 
to  implement 
organ (rat  Iona) 
changes . 


nr« 


ripl 


11»c  rcgtilat  l<*n  author  I  zes 
RurveyN  to  vaJ  idatf*  wJiother 
Medicare  hospitals  that  have 
been  accredited  by  the  Joint 
Commission  on  Accreditation 
of  Hospitals  or  the  American 
Osteopathic  Association  are 
meeting  the  specific  Medicare 
st.irutory  and  regulatory  con-( 
dicions  for  o.irt  ic  ipar  ion . 


Tliesr  rcgolatitm!-.  set  fortli 
conditions  under  which  PSHO's 
ill  assttme  rc'-.pons  Iht  1  i  t  v 
roiii  State  Medicaid  agiMicies 
for  reviewing  the  quality  an<l 
necessity  of  liealth  cate  ser- 
ices  provided  in  Jnlermedl- 
ate  rare  facilities  and  inter 
«*dlate  cure  for 

he  mcni itlv  retarded. 

This  rcgtil.atlon  will  clarify 
and  expand  requirements  foy 
State  methods  of  payment  for 
skilled  nursing  and  inter- 
mcdlcare  care  facility 
services  nndet  St.ste  Medicaid 
programs . 

Certain  admin  ist  r«al  Ive  re- 
quirements  for  the  Medicaid 
program  renumbered  to  42  CFR 
Diapter  IV,  Stibch.apter  C,  on 
March  21,  1979,  are  being 
anondod  to  reflect  public 
corunouts  received. 


iiiai 


n  n. 


and  Qua  I 
Past  Bill 
Avenue , 

ini-S94- 


rryman , 
ity  Bur 
Iding, 
Baltiwo 
<J712 


Hea 1 1 n  at anoa i os 
pau  HCFA ,  r)f>gwoc*fk 
1849  Cwynn  Oak 
re,  M<|.  2120/ 


Jane  Teb!»«il  1 
Ileal  th  Standar<'s 
BuTeau,  HCFA,  Pt-u 
Building,  1849  Ci 
Avenue,  Ba!tlm<>r< 
101  'i94-  P)80 


Mil  ton  Pezidic 
IICFA 

Hoorn  2611,  Switzer  ridg. 
HO  r  Strrvl,  S.w. 
Washington,  D.F.  70201 
202-245-8990 


Marjjaret  Schnoor 
IICFA  ^ 

Room  2618,  Switzer  Bldg. 
110  r  Street,  S.W., 
Washlngt<»n,  D.C.  20201 
202-245-0722 


IH  >  A  HI  III  At  IMU  Ai  t  HPA 
Changed  Statue 


*t’A  Ki  j-.ii  I  I*  *u 
(Ven/Nu) 


Title 

..f 

0.  vf  tU 

ri.i';sirifatiott 

Si  .si  Ml  Mt  V 

Bv.i- 

N.m  d  fo 

1'  glll.tf. 

Ut-si  r  iff  ««.i» 

M<A 

Beneficiary 

Liability  for 

Items  or  Services 
Excluded  from 
MA'dlcare  Coverage 

Final  (Nri'M 
|Mihltsl>rd 

12/7/78) 

1  fcfinlcal 

.  1879  ul 
the  fJorlnl 
Security  Acl 

!>•  |•.^rt^nem  han  at  r 
n*  w  pol Iry  that 
rt  i|ttireR  modified 
r«  giilat  . 

Ihis  regulation  clarifies 
ihmt  a  bcneficiarv  ranoc»t  be 
frutrid  liable  f<»r  certain  non- 
rovj  red  Item.'*  or  servl<  es  if 
he  has  not  been  notified  in 
urMirg  th.il  the  items  or 
sprvlces  in  qu«**»r|»>n  -arp 

lurh'd  fr«Hii  M»<M*  are  rr*ver.'ig 

Nu 

/ 

Definition  of 
Radiological 

Services 

Hn.ll  (NVFM 

IMibll.tied 

1/15/19) 

I'ot  ii  y 

Significant 

S  m  18  1  !(.*)<  i  ) 

(K>  of  the 

Social  Sec nr i l y 
Acl 

!»•  !•  o  1  ffxuti  h.'»s 
new  policy  that 
ri*'|uireR  mcwlified 
rei'.ulal  Ions. 

iiiH  rrgiil.o  i-Mi  hrotdrnn  t  hr 
ncf»pe  of  the  radiology  serv- 
l<;es  for  which  Medicare  will 
reimburse  at  100  percent  of 
reasonable  charges. 

N.1 

Relobursemcnt -Pre- 
pa  Ld  Health  Plans 

NTRM  (Final 
Stage  was 
orrooeounly 
riled.) 

Policy 

Sigiiiftcant 

S«M  K.  1802  and 

IK  i1<a>(l)(A> 
of  iltc  Soria  1 
f>«ruriiy  Art. 

. 

1  .lo  specifically  rc- 
<|uires  regiilat  inns. 

TI.Ih  ri-giilat  ion  would  l-^tnl.- 
11«li  qiml  Ifylnj;  l  ondiliono  am 
principles  of  reimbursement 
for  health  care  prepayment 
plans,  ather  than  health  main¬ 
tenance  organizations,  which 
plect  to  receive  reimbursement 
under  the  Medicare  Bupplemcnt- 
nry  Medlc.Tl  Insurance  Program. 

6. 

Payments  for  Foreign 
Hospitals  for  In¬ 
patient  Services 

Flnnl  (Nrrf 
pull  1 1  ffhpd 

1/12/79) 

Terttfilcal 

SccR.  IRI4(f)(1 
and  (4)  and 

1861 (v)  of  the 
5>oclal  Security 
Art. 

nep.Trlm<*nt  has  set 
new  policy  (hat  re¬ 
quires  modified  reg- 
ol.'itions. 

This  regul.Ttion  sets  forth 
procedures  and  criteria  for 
Medicare  payments  for  covered 
Inpatient  services  furnished 
to  beneficiaries  by  foreign 
h««spltals. 

No 

Hfiulet  S.  Kaufm.io 
MCFA 

Rofm  127,  F.-ist  High  Ri* 
Building,  6401  Ser»irlt\ 
Bf'iilevnrd,  Baltimore.  ^ 
2I21S 

rni-SQ4-9712 


r.iitl  Hi 


IICFA 

Room  190,  F.ist  High  Rise 
Building,  6401  Security 
Boulevard,  Baltimore,  Hd . 
21215 

ini-59'.-9595 


r !  iiM 


Svolc 


Room  106,  East  High  Rise 
Building,  6401  Security 
Boulevard,  Baltimore,  Md.  21215 
iOI-594-9315 


Hugh  J.  MrCf 


iirrA 

Room  412,  E.sst  High  Rise  Building 
6401  Security  Boulevard 
Baltimore,  Md.  21215 
101-594-9410 


48068 


Title 

Durable  Medical 
Equipment 


Cost  to  Related 
Orgrtnizatlons 


Heating  Aid  and 

Eyeglass 

Keimbursemont 


Title 

Funding  of  Ho&“ 
pital  Review  by 
Professional 
Staiidards  Review 
Organizations 
(PSKO's) 


Confident lallty 
and  Disclosure  of 
3nforr.ailon  of 
Professional 
Standards  Review 
Or  ganizat ions 
(PSUO's) 


Profossioral 
Standards  Review 
Organizations 
(PSR0*s)  Recon¬ 
siderations  and 
ApiK-al  s 
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IK>A  RliailATKfN  ACENDA  *KA=R«*rmI.iIoi  y  Aiialv<l<; 

■'  (Yes/N.>) 

CnnnRed  Statue 


Stnp.p  of 
l)evel*»|»»»»f’ni 

Clnsr.if  Irall.in 

Slat  Hi orv 

Base 

Mi  ctl  to 

Ncgiil.n. 

Desrr  Ipl  lofi 

*«A 

(.out  ai  t 

Final  (NPP.M 

published 

l2/U/7fl) 

Policy 

Significant 

Sec.  IBUff)  of 
the  Social 
Security  Act. 

Clianges  in 
law  specifically  re¬ 
quire  reg'ilation 

Tills  regtiJation  specifies 
criteria  for  requiring  pur¬ 
chase  (on  a  lease  purchase  or 
other  basis)  of  an  item  of 
durable  medical  equipment 
when  purchase  would  he  less 
costly  or  more  practical  than 
rental^Proceduros  arc  proposed 
for  waiving  the  purchase  re- 
qulr-  ment  ami  coinsurance  in 
spe*  -Jlc  circumstances. 

No 

Paul  Riesel 
nCFA 

Room  190,  East  High  Rise 
Building,  6401  Security 
Boulevard,  Baltimore,  M4I. 

21235 

301-594-9595 

Final  (NPPM 

piibllshpd 

1/26/79) 

Pol Icy 

Significant 

Sees.  1102  and 
l661(v)(l)(A) 
of  the  Social 
Security  Act. 

3i'parimenl  has  set 
[tew  policy  that  re¬ 
quires  modified  reg- 
j1. St  Ions. 

These  regulations  clarify  ex¬ 
isting  policy  on  Medicare  re- 
Imhnrsement  for  services, 
facilities,  and  supplies  fur¬ 
nished  to  a  provider  of  serv¬ 
ices  by  an  organization  re¬ 
lated  to  a  provider  by  common 
ownership  or  control .  They 
also  codify  follcy  now  in 
program  instructions  in  sianu- 
als. 

No 

Brticc  «>1 1  ver 

HCFA 

Room  440,  East  High  Rise 

Building,  6401  Security 

Boulev.'ird,  Baltimore,  Md. 

21235 

301-594-g7?4 

Finn!  (NPRM 
pub] Ished 
5/25/79) 

0 

Policy  Significant 

Sec.  1102  of 
the  Social 
Security  Act. 

Dep.trtment  has  set 
new  policy  that 
requires  modified 
regulat ions. 

Ihr  regulations  will  requite 
Medicaid  agencies  to  estab¬ 
lish  an  acquisition  cost  (AC) 
program,  a  volume  purchase 
plan  (vrP),  or  sotm*  combina¬ 
tion  cf  both  as  a  method  of 
purchasing  eyeglasses  and 
hearing  aids  for  Medicaid 
recipients.  The  regulations 
will  also  set  conditions  for 
purchase  of  hearing  aids  by 
Medicaid  agencies. 

No 

Henry  Splegelblatt 

HCFA,  Room  2094-A.  Switzer  BMg. 
J30  C  Street,  S.U. ,  Unshlngton, 
D.C.  202-245-0384 

MCI  A  Rl  f.lll  Al  ttiN  AcENDA 


Changed  Status 


ul 

St  ai  Ml  01  V 

Nf.mI  1*1 

DeVf  lupHN'Ill 

<  I  If  .at  Imi 

W.gMl.H,. 

Final  (NPRM 

Policy 

Secs.  3168, 

Law  in  genera] 

puhl Ishud 
5/7/79) 

Significant 

1815(b),  a.Kl 

1661  of  tlie 
Social  Security 
Act. 

terms;  implement¬ 
ing  instructions 
needed . 

Final  (NPRM 

Pol  Icy 

Sec.  n66(a) 

1.aw  ill  genera] 

puhl ished 
1/15/79) 

Slgnl f leant 

of  the  Social 
Sec  ur i ty  Art . 

terms;  implenK'nt  Ing 
instruct  ions 
needl'd. 

rin.O  (NPRM 

P<»l  icy 

Sec.  1159(0) 

l.aw  In  genera] 

published 

Significant 

of  the  Social 

terms;  implementing 

3/*/79) 

Security  Ac*t. 

instructions  needed 

*MA 

(Yps/No) 


Ih'si  I  ipt  loti  ^WA 

ThH  r»»g»ilatlon  se  t's  forth  No 
a  new  method  for  reimburs¬ 
ing  the  cost  of  hospital 
reviews  by  PSRO's.  It  ap¬ 
plies  to  review  of  hospital 
care  provided  to  patients 
eligible  under  the  Medicare, 
Medicaid,  and  Maternal  ai>d 
Child  Health  and  Crippled 
Children* o  Programs. 


These  regulations  sol  forth  No 
criteria  governing  the  ac¬ 
quisition,  protection,  nod 
disclosure  of  information 
obtained  or  generated  by 
PSRO's. 


This  regulation  contains  No 

procedures  for  the  rerr»nsid- 
eratlon  of  the  determination' 
of  PSR0*s  and  the  review  of 
such  reconsiderations  by 
statewide  professional  stand¬ 
ards  review  councils. 


y  Ao.ilvsis 


Daniel  E.  Nlekelson 
Health  St.nndards  and  Ouality 
Bureau,  Ht'FA,  Room  5127, 
Switzer  Bldg.,  3J0  C  Street, 
S.W.,  W.i<;hingtou,  D.  C. 

20201 

202-?/i5-8717 


Rolhy  Mi^ss 

Health  Standards  and  Onality 
Bureau,  HCFA,  Roem  5327, 

Switzer  Bldg.,  330  C  Si  reef, 
S.W.,  Washington,  D  C. 

70201 

?02-?45-2I9h 

I 

Alan  Rrificr,  Ht'alth  StantCntls 
and  Otialiiy  Buioau,  HtTA,  Dngw.>.j»| 
East  Building,  IA49  (•vynn  (l.ik 
Avenue,  Baltinxire,  Md.  21207 
301-504,-3980 
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Uniform  Reporting 
Systems  for  lk>8* 
pitais 


rn<1-Stnf»r  Kr-nal 
UIkoikc:  Target 
Rate  WelmhMrse- 
OH'nr  for  InRt  Uu- 
t  loiic:  Furnishing 
lloiiir  Itinlynls 
Siippl  les,  F^uip- 
iWMil  •  ami  Support 
Serviri's. 


Stag#*  of 
l>rvp|«>p«ioiil. 

Final 
(NPRM  pub¬ 
lished 
1/23/79) 


flannl r irntlon 


Policy  significant] 


naj 


IK  FA  « I  i |ll  1  A T I i Af  tWK A 
Chan(*ed  Status 


N»‘ecl  to 

I* 


*KA“R*  giilatoi  V  Aiial\ 
(Yes/No) 


Secs.  1121, 
186l(v)(l)(F), 
and  1902(a)  (40)| 
of  the  Social 
Security  Act. 


Changes  in 
law  require  Imple- 
{Renting  instruc** 
tions. 


Descr Ipl Inn 

Ttie  regulations  require  all 
hospitals  that  receive  pay¬ 
ments  under  the  Medicare  and 
Hcdlcaid  programs  to  report 
cost-related  information, 
such  as  cost  of  operation, 
volume  of  services,  and 
capital  assets,  in  a  pres¬ 
cribed  uniform  manner. 


Couiai  I 

James  M.  K.iple,  HCFA,  Room 
SU7A,  Switzer,  Bldg.  330  C 
St.,  S.W.,  Vashington,  O.C. 
20201,  202-2^5-0697 


♦♦Under  consideraclun. 


Stage  of 
Dcvclopm*  nt 

Class Ifirati.n 

Slalutorv 

Base 

Kecd  to  * 

Regulate 

Description 

*RA 

Coni  act 

Final  with 

Comment 

Period 

(Department 

has  decided 

to  waive 

NTPH.) 

Pol  icy 

Significant 

Secs.  iei4(h). 
1833.  1861(v) 
(1).  1871  and 
IBBl  of  the 
Social  Security 
Act. 

Changes  in  law 
specifically  require 
‘egulation. 

The  regulations  would  estab¬ 
lish  an  optional  target  rate 
reimbursement  method  for  pro¬ 
viders  and  facilities  approvc( 
to  furnish  home  dialysis  sup¬ 
plies  and  equipment,  and  home 
self-dialysis  support  servlcei 
to  Medicare  patients. 

No 

Charles  H11 len 

Medicare  Btireau,  tICFA 
Room  416,  East  High  Rise 
Building,  6401  Security 
Boulevard,  Baltimore,  Md 
21235 

301-594-9051 

48070 
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MIA  lUM  III  ATKIN  Ai^l  MIIA 


*RA  1  •il  ory  Afi<nlv^ls 

(Vck/No) 


Confonoance  with 
Professional 
Standards  Review 
Organization 
(PSKO)  Regulations 


Si  .igr  of 
iK'vr  l«»ttaw'nl 

Final  with 
comment 
por Jod 


iMannl  f  lent  loi» 


St  at  otoi  V 
•  Bane 


•0(1)  for  Deletion 


Secs.  1152(e),  roiwnr>nts  received  in 
1154(b),  1155  irsponse  to  the  f1 

(a)(1),  1158,  nnl  regulations 

1164,  and  1165  (with  conwent  period) 


of  the  So<’1al 
Security  Art. 


do  not  warrant 
revision  of  regula¬ 
tions  St  this  time. 
However,  as  we  gain 
('xperienre  with 
Implementation  ve 
will  evaluate  the 
uoed  for  further 
'  ••vision. 


These  regulations  will  con¬ 
form  Medicare  rules  to  PSRO 
regulations  which  govern 
responsibilities  of  PSRO’s 
for  determining  Che  medical 
necessity,  quality,  and 
appropriateness  of  health 
services  for  which  payment 
may  be  made  under  Medicare. 


H.'irli)ns  T.  Svolos 
IKTA,  Room  106, 
least  High  Rise  nidg. 
6401  Security  Blvd. 
Baltimore,  Md.  21235 
101-594-9314 


Reasonable  Charges  Revised 
Medical  Supplies  Final 


ritllcy  Slgniri-  Sees.  IfllKg)  ^.mments  received  In  This  n>gu1atioii  Hmlis  reim- 

canf  and  I842<b)(  ')  ^sponse  to  the  bursement  under  the  Medicare 

of  the  Social  final  regulations  Medicaid  progrAims  for 

Security  Act.  (with  conwienl  period)  medical  services,  supplies. 


do  not  warrant 
revision  of  tegula- 
tlons  at  this  time. 
However,  os  we  gain 
€'ypT  rlence  with 
Implementation  ve 
will  evaluate  the 
need  for  further 
revision. 


and  equipment  that  do  not 
generally  vary  significantly 
In  quality  from  1  supplier 
to  another.  Payments  will 
be  based  on  the  lowest  charge 
Levi'ls  at  which  the  services 
are  widely  and  consistently 
available  in  a  locality. 


Paul  KIcsel, 

HCFA,  Room  190 
East  High  Rise  Bldg. 
6401  Security  Blvd. 
Baltimore,  Md.  21235 
301-594-9505 


ItOA  Ri.f;UIA1lON  Abl.NDA 


*HA-Kegul.il  ui  y  Aii.i  I  v*;  I  s 
(Yes/No) 


St  ago  of 
hf'vrlopuK-ni 


KcquI remruts  tot 
I'Uul  St.igc  Reti.at 
0l«c;tse  (FSRIl) 
Srll-Di.ilysis 
(luitS  .tud 


<:l.i<;*;il  ii.al  ion 


Policy  Signifi¬ 
cant 


llisitu  ibl  NPKM 

llty  Test  lug  I 


•opening  oimJ 
•vision  '’laims 
'l«Tmln;t|  ton 
ider  tlu‘  Modlrarr 
ogi  om 


Policy 

Significant 


Statuiorv 

Bisc 

Sec.  1881  of 
the  Social 
Security  Act. 


Sec.  1861 (a) 
(10)  of  the 
Social 

Security  Act. 


Reason  for  Deletion 


!  Comments  received  In 
response  to  the  fi¬ 
nal  regulations 
(with  comment  period' 
do  not  warrant 
revision  of  regula¬ 
tions  at  this  time. 
However,  as  we  gain 
experience  with 
implementation  we 
will  evaluate  the 
need  for  further 
revision. 

Technical  coriectioni 
will  be  incorporated 
in  recodification  of 
regu  1.1 1  ions  on 
conditions  for 
participation  for 
laboratories  that 
will  be  issued  later. 


ISbes.  1842(b) (3)1  Incorporated  in 


.ind  (4)  and  1869 
of  the  Social 
Security  Act. 


item  entitled 
“Provider 
Reimbursement 
Determinations  and 
Appeals#** 


The  regulations  establish 
requirements  that  self- 
dlalysls  facilities  and 
units  must  meet  to  he 
approved  to  provide  services 
to  F.SRD  patients  under 
Medicrre. 


Tliese  regulations  would  No 

clarify  definitions  and 
techniques  for  histocompati¬ 
bility  testing  carried  out 
under  the  Medicare  program 
for  individuals  with  end- 
stage  renal  disease  to 
determine  if  a  donor  kidney 
will  be  compatible  with 
recipient. 

This  regulation  would  propose  No 
to  revise  and  expand  the 
criteria  governing  the  re¬ 
opening  and  revision  of 
Medicare  benefit  payment 
determinations. 


Janet  Hnrryman 
Health  Standards  and 
Quality  Bureau,  HCFA 
Room  3Ui, 

Fast  High  Rise  Bldg. 
6401  Security  Blvd. 
Haltimorr,  H«l.  21235 
301-594-9712 


Charlotte  Conway 
Health  Standards  and 
Quality  Bureau,  HCFA 
Room  324, 

Fjist  High  Rise  Pildg. 
6401  Security  Blvd. 
Baltimore,  Md.  21235 
301-594-7761 


John  B.  Russell 
HCFA,  Room  l-H-5 
Low  Rise  Building 
6401  Security  Boulevard 
Baltimore,  Hd.  21235 
301-594-8260 
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lyU  A^™>a 

DFLETIONS 


*KA=»ReRiil .It oi  y  An.*i|v»;|«; 
(Yrs/No) 


Retroactive 
Adjustment  In 
Payments  to  Pro¬ 
viders  in  Case  of 
Erroneous  Reim¬ 
bursement  Methods 


End-Stage  Renal 
Disease  Services 
Reimbursement  for 
Organ  Procurement 
Hi$tocompatibillty[ 
Testing*  and 
Home  Dialysis 
Equipment 


Review  of  Provi¬ 
der  Reimbursement 
Board  Decisions 


fit  np.r.  of 
Ocv'elopriH'iit 


Revised 

Final 


<‘1  nns  i  I  li-Ai  loo 


7ol fry  SIgnlf 1- 

vnntr 


I’ol  Uy  Slgnift- 
rnnt 


Si  at  otc 


Sec.  I8bl(v)(l) 
(A) (11)  of  the 
Social  Security 
Act 


Sec.  1102,  IRIA 
(b),  1811.  IHf.I 
(v)(l).  1871, 
and  1881  of  the 
Social  Security 
Act 


Sec.  110?  and 
1878(f)(1)  of 
tfie  Social 
Security  Act. 


r.oanfm  for  Deletion 


Particular  ptoblen 
that  this  regulation 
was  designed  to 
iceolvc  can  be  dealt 
with  adequately  in 
the  rccodlf Icatlon 
of  the  Medicare 
regtilatlon  now  !n  . 

Comments  received  In 
tcsp'ioAo  to  the 
final  regulations 
(with  comment 
period)  do  not 
w.'irrnnl  revision  of 
reguj.itlons  at  this 
time.  However,  ns 
ve  gain  evpoijence 
with  JmplcDrniatlon 
wc  win  evaluate 
the  need  for 
fit»  f  f^er  revi  •lon«!. 


Incorporated  in 
item  entitled 
‘'Provider  Reimburse¬ 
ment  Determinations 
and  Appeals.*' 


Drsf  ripttoii 

[fills  regulation  authorizes 
the  Secretary  to  adjust  pay- 
ent  wade  to  Medicare  proyl- 
jjers  under  an  erroneous  method 
Ifor  determining  costs 


he  regulation  will  provi<le 
[for  100  percent  rc  {mburscmcnl 
or  cost  of  furnishing  and 
Kialntainlng  home  dialysis 
pquipment,  for  services 
tirnlshed  by  an  organ  procure- 
|nent  agency  or  histocompat  1- 
i>illty  laboratory  to  obtain 
♦nd  analyze  kidneys  for 
Lransplantat ion. 


This  proposal  would  specify 
the  criteria  and  piorcdures 
for  review  of  Provider  ' 
Reimbursement  Review  Board 
decisions  by  the  Administra¬ 
tor,  IICFA.  The  amendment  is 
necessary  to  resolve  current 
confusion  concerning  the 
the  procedure  and  to  comply 
with  the  Administrative 
Procedures  Act. 


Lawtcnco  d.  Age  luff 
nCFA,  Rt*om 

East  High  Rise  RiiUding 
8401  Security  Blvd. 
Baltimore,  Md.  21215 
lOI -"‘>4-8719 


Hugh  Mf  I'onvl  I  lo 
IICFA 

Room  412 

Fast  High  Rise  Rnlldlng 
6401  Security  BJvd. 
Baltimore,  Md.  21215 
301-594-9410 


Fi  Ira  I..  Cosnell 

Of  lire  of  Attorncy-Advisot ,  IICFA 
Room  (5-50  Altmoyer  Bldg. 

6401  Security  Blvd. 

Baltimore,  Md.  7I235 
301-594-51.12 


HI  I  A  lO  CId  A  I  ION  Ai-I.riOA 
DELETlIiHS 


Ui  gul.if  c*rv 
(Yes/No) 


Ml  cl! c  are  lint  lllc 
moni  Based  on 
Fnd  Sl.ige  Renal 
Disease  (I.SRI>) 


Cove*  I 
Stag* 


*  “ 

...  .  .  .. 

Stage  of 

StniMinrv 

Rea: on  for  Deletion 

l»evc  1  opm»Mil 

Cl iin*;  1  f  ical  foil 

Base 

-  . 

Dfsc  r  ipl  i'-n 

*RA 

Revised 

Technical 

Secs.  226A  and 

Comments  received  In 

The  regulations  will  extend 

No 

Final 

1881  of  the 

response  to  the  final 

Medicare  coverage  to  ESRD 

Social  Securlt) 

regulations  (with 

patients  who  are  65  years  of 

Act . 

commont  period)  do 

age  or  older  permit  coverage 

not  warrant  revision 

to  begin  earlier  for  patients 

»)f  regulations  at 

who  receive  renal  transplants 

this  time.  However, 

or  training  in  self  dialysis 

as  ve  gain  cxpcrlenci 

and  lengthen  the  duration  of 

with  Implcmeutatlon 

Medicare  payments  following 

ve  will  evaluate  the 

a  renal  transplant. 

need  for  further 

rcvi.sicns. 

Revised 

Policy  Signifi¬ 

Sec.  1881  of 

Comments  received  In 

This  regulation  defines  the 

No 

Final 

cant 

the  Social 

response  to  the  final 

specific  ESRD  services  that 

Security  Act. 

regulations  (with 

will  be  covered  and  the 

commenC  period)  do 

conditions  under  which  these 

not  warrant  revision 

services  must  be  provided 

of  iQgulations  at 

to  be  reimbursed  under 

this  time.  However, 

Medicare^ 

as  ve  gain  experience 

with  Implementation 

ve  will  evaluate  the 

need  for  further 

revisions. 

Cnnlar  t 

John  Russell 
IICFA,  RM-l-H-5, 

Fast  High  Pise  Bldg. 
6401  Security  Blvd. 
Baltimore,  Md.  21233 
301-594-8260 


Hugh  MeConville 

HCFA 

Room  4 1 2 

Fast  High  Rise  Bldg. 
6401  Security  Blvd. 
Baltimore,  Md.  21235 
301-594-9430 
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'  O.S.  OFFICE  OF  EDUCATION 
♦KEH  E?rrRrES 


STAGfc  or 

UgVCLO^^^:^^T  CLASSiriCATION 


Cdxecx  Lducotson  Findl 


Policy  Significant 


Dincr^cncy  Final  Policy  Significant 

School  Aio  •> 

Television 


Title  7,  ESCA  Final  Policy  Significant 

"  concen  t  r  at  ion  •* 


STATimmy  meed  to 

bfiSE  •  PjrGUU.TE  DESCRIPTION  _»« 


Career  Regulations  needsd  The  regulations  govern  4  Ko 

Question  to  clsrity  law.  new  progra.TS  providing 

Incentive  Act,  financial  assistance  to 

Pub.  L.  $5-207.  public  ana  private 

'■agencies  and  organizations, 
to  italce  career  education 
a  major  goal  of  education. 


E&aA,  Title 
Vll,  Pub.  L. 

92-918,  es 

amended. 


Amendment 
needed  to  ebangs 
criteria  for 
awarding  FI  *79 
grants. 


Increase  funding 
appropriatroT.s  to 
applicants  wbo  employ 
minority  members  in  key 
positions  in  their 
organization. 


Mo 


Educ. 
Amendment 
of  1»78 
IBec.  117) 
Pub.  L. 
99-S6] 


Statute 

specifically 

requires 

regulations. 


These  regulations  will  No 

enable  LEA's  to  provide 
more  effective  piogtans 
of  instruction  to 
educationally-deprived 
children  by  authorizing 
special  grants  in 
counties  with  especially 
high  concentrations  of 
children  from  low-income 
families. 


PC'MThrT 


Sid  Hi^,  Office 
of  Career 
Education,  7th 
dnd  D  Sis.,  S.W., 
hlashineton,  D.C. 
20202 

(202)  2A5-2335 

Dave  Bertaan, 

J.S. -Office  of 
Education,  7th 
wd  D  Sts.,  S.W. . 
'iashinKton,  D.C. 
(202)  245-9225 

irolyn  Horrier 
J.S.  Office  of 
iducaticn, 

W  Maryl^d 
We.,  S.W., 
teshlngton,  D.C. 
!0202 

(202)  245-2638 


•As  ot  June  e,  1979 


O.S.  OIFICS  Or  EDOCATICN 
♦Continuation  From  Last  Aoer.da 


TITLE 

STAGE  OF 
PEVELOPMEIiT 

classif:cat:on 

STATUTORY 

BASE 

kE£D  to 

REGULATE 

DESCRIPTION 

RA 

CONTACT 

Adult  LCuc&ticn 

Final 

Policy  Significant 

Adult  Education 
Act,  P.L. 
91-23C,  as 
amended 
by  Education 
Amentkrivnt  of 
1978. 

P.t.  95-561 

Regulations  ace 
needed  to  provide 
uniform  interpre¬ 
tation  and  imple¬ 
mentation  of  the 
law. 

Tne  regulations  will 
expand  the  current 
delivery  system  of 
aoult  education  and 
will  broaden  the 
outreach  of  the 
program. 

MO 

i 

Paul  V.  Dtlker, 
Adult  Edu. 

Prog. ,  Office 
of  Education, 

7th  (k  D  Sts. , 

S.W. ,  Uashingeen, 
D.C.,  (202) 

245-2278 

Cownunity 

l.Juc*ition 

Final 

Policy  Significant 

Sec.  405  of 

F.t.  93-360. 
as  ainended 
by  the 

Education 
Amendmente 
of  1978. 

P.L.  95-561 

Regulations  are 
needco  to  clarify 
the  law. 

The  legulaticns  will 
expand  the  scope  and 
responsibilities  of 
the  present  community 
education  program. 

No 

« 

Julie  Biglind, 
.CoRKunicy 

Education  rTogram, 
Office  of 

Education, 

7th  6.  D  Sts. , 

S.W. ,  Washington, 
D.C.  20202 
(202)  245-0691 

Youth  EjhpjojTf'Cnt 

Final 

Policy  Significant 

Sec.  627  of 
Education 
Amendments  of 
1978.  P.t. 
95-561 

Reoulatlons  are 
needed  to 
interpret  and 
clarify  the  law. 

Regulations  will  establish 
requirements  to  prepare 
children  to  take  their 
place  as  working  members 
of  society. 

No 

Ann  E.  Donovan 
Office  of  Education 
7th  &  D  Sts. .  S.W. 
Washington,  D.C. 
20202 

(202)  245-9730 

fiacic  Skills 
XmprovcT’C  nt 
Pxograff.  (A2P) 

Pinal 

Policy  Significant 

Title  11  4 

Title  IX„ 

Part  0, 
Education 
Amenomenta 
of  1978 
(P.L.  95-561) 

law  in  general 
terms  in  the 
two  applicable 
titles  thereby 
requiring 
clarification. 

Expands  National  Reading 
Improvement  Act  Program 
affecting  all  States, 

LEAS,  and  many  non-publio 
schools. 

MO 

1 

1 

1 

1 

! 

Ihm  Keyes, 

Program  Officer, 
Office  of 

Education, 

WX)  Marylmd 
\ve. ,  S.W. , 
ifeshington,  D.C. 

!0202 

(202)  245-2710 


ot  June  8,  1979 
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'  U.8.  OFFICS  OF  EDUCATION 

• 

•Continuation  Proa  Last  Agenda 

TITLE 

STAGE  OP 
DEVELOPMENT 

CLASSIFICATION 

STATUTORY 

DASC 

NEED  TO 

REGULATE 

DESCRIPTION 

^  RA 

CONTACT 

Gifted  t  Talented 

Final 

Technical 

Education 
Amendments 
of  1978 
(P.L.  95-S61) 

Required  to 
incorporate 
changes  of 

Ed.  Amendments 
of  1978  and 
vrite  in 
simple  English. 

Revised  the  present 
regulations  to  provide 
interested  parties  s 
better  understanding 
of  the  program. 

• 

Dr.  Dorothy 
Sisk,  Director, 
Office  of 
Grifted  & 
Talented, 

Office  of 
Education 

7th  6.  D  Sts., 
S.W.. 

Washington, 

D.C.  20202 
(202)  245-2482 

Handicapped  Cnildcen  HPSM 

Eacly  Education 

Program 

Technical 

Education 

Amendments 

P.L.  94-142 

Law  in  general 
terms  ana  require 
clarification  to' 
include  all  ago 
groups.  Also 
write  in  simple 
English. 

Provides  funds  for 
Handicapped  children's 
Early  Childhood 
Education. 

No 

1 

Dr.  Willtani 
Swan,  Division 
of  Innovation 
&  Development, 
BEH,  Rn.  3120, 
Donohoe  Bldg. 
400  Maryland 
Ave.,  S.W. . 
Washington, 

D.C.  20202 
(202)  245-9722 

Indian  Education 
Program 

Firud 

Policy  Significant 

Ed.  Amendment 
of  1978 

P.L.  9S-S61 

Law  in  general 
terms,  needs  to 
clarify  existing 
regulations. 

Supports  all  phases  of 
Indian  Education 

Children  and  adults. 

NO 

Dr.  John 
Tippeconic, 

U.S.  Office  of 
Education 
an.  2177,  K)B-6 
400  Maryland 

Ave. ,  S.W. , 
Washington,  D.C, 
20202 

(202)  245-8020 

*As  of  June  e,  1979 


, 

.*  0.8.  OFFICE  OF 

EDUCATION 

•Continuation  From 

Last  Agenda 

STAGE  OF 

STATUTORY 

NEED  TO 

TITLE 

DEVELOPMENT 

CLASSIFICATION 

BASE 

REGULATB 

DESCRIPTION  RA 

CONTACT 

Handicapped  Kodia 

NPRM 

Tecnnical 

Ed.  Amendment 

Incorporate  minor 

The  regulations  No 

Barry  E.  )tatz. 

berviccs 

of  1977 

language  change 

govern  the  administration 

U.S.  Office 

P.L.  9S-49 

and  write  in 

of  programs  which 

of  Education 

simple  English. 

provides  a  free  loan 

Rn.  4819, 

service  of  captioned 

Donohoe  Bldg. 

films  for  the  deaf,  and 

400  Maryland 

promotea  the  educational 

Ave.,  S  W. 

and  cultural  advancc.Tcnt 

Washington, 

• 

of  handicapped  persons 

D.C.  20202 

through  research  and  tne 
use  of  media  and  technology. 

(202)  472-4640 

CSL  (503)  Intecesc 

Final 

Policy  Significant 

Higher 

Regulations 

This  regulation  will  No 

David  Bayer, 

Dcnefics  t 

Education 

requited 

establiab  requitementa 

Acting  (ju.ef. 

Special  Allowance 

Act  of  196S 

by  Seo.  503 

for  the  GSLP.  * 

CSL  foanch 

as  amended 

of  tne 

' 

BSFA,  Rn.  4002. 

(20  U.S.C. 

Education 

R3B-3 

1071-1087-4) 

Amendments  of 

7th  &  D  Sts. , 

- 

(P.L.  94-482) 

1972  (P.L.  92-318)t 

S.W.  Washington, 

Implementing 

i 

D.C.  20202 

changes  to 
current 
regulations 
required  by 
the  Ed. 

Amendments  of 

1976  (P.L.  94- 

(202)  245-9717 

482)  Middle 

Income  Student 
Assistance 

Act  (P.L.  95-566) 
(NPKM  pub.  4/5/78). 

■As  of  June  H.  1979 
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I 

I 

SI’AGK  OP 

T2TLI:  DrvcLOPKryr 

Ceriesal  Pxovisiori>  Tinal 
Feiatxng  to 
ftkider.t  A&£iatd;>c9 
Pj  09:  an> 


( 

! 


tweiot-rc^  XscXiCOj  7ij^ 


\ 

\ 

I 

i 

i 

1 

wr.ntcn's  Ettucaiior^l  F'x^iSkl 
Equity  Act 
Pioqiun 


•A£  oJ  Jur.f  H,  ls79 


• 

'  0.9.  OFFICE  OF  EDUCATICN 

*Contin>>atlon  Proai  Last  Acenda 

CLASSIFICATION 

STKTTtOWi 

BASE 

imEEO  to 

REGUfaATE 

rrscPiPTiON 

RA 

CONTACT 

Policy  Significant 

Section  497-A 
of  the  Bigher 
Bducation  Act 
of  1965,  aa 
amended 

IP.L.  96-687) 

statute  in 
general  teems  • 
implementing 
provisions 
need  regulation 
(NPhM. 

puh.  e/lO/78) 

This  legulation  will 
establish  fiscal  and 
adrainistrative  atandards 
fot  institutions 
participating  in  this 
program. 

No  h 

fUlllam  L. 
ftiran  Chief, 

Basic  Grants 

Policy  Section. 

3PPD/BSFA/0E, 

!te.  4318, 

RDB-3,  4(X) 

Maryland  Ave. , 

S.W., 

(Jashingten ,  D.C. 

20202 

Policy  Significant 

TM  Bdurailon 
Amendmerts  of 
197S 

(P.L.  95-5U) 

Law  In  general 
terns j 

implenentlrg 

instructions 

needed. 

.  Ttiis  regulation  will 
clarify  the  status  and 
establish  program 
standards  fot  issuing 
grant  awards. 

NO 

3.  Jordan 

Equal, 

Education 

Oppomnity 

Program. 
fto.  2011, 

400  Maryland 
kve. ,  S.W. 
lashington, 

(202)  245-6464 

Polio)  Si^iificant 

Women's 
Bducatior.al 
■quity  Act 

Of  197S 

Implerent  the 
law  eetaoliehing 
criteria  and 
priorities. 

These  regulations  will 
eccablish  ctiteria  and 
piiotities  for  financial 
assistance  to  provide 
educational  equity  fot 
women  in  the  U.S. 

NO 

)r.  Mary  Jar« 

Smalley  Women's 
>rograrr.'  Staff 
)ffice  of  Education 
to.  2147,  FDB-6 
tOO  Maryland 
ive. ,  S.W. 
lashlngtan,  D.C. 

20202 

(202)  245-2181 

i 


».£).,  07? K£  or  IZrUCATIClt 
•Continuation  FrC'i»  Lact  Aggroa 


sn  AGti  OF 
EIVEtOFMEl.? 


CLASginCATTOll 


FntlVIORy  MEED  TO 

BASE  REOUIArS  DESCRIPTION 


RA  coNTr.'rr 


Ethnic  Dent  age  Final 

StUUjC-B 


Title  1.  tiSA  Final 

Evaluation 


National  DilJocion  Final 
Nrtvblk 


•as  ol  Our.c  e,  1979 


Technical 


Policy  Signiticant 


Policy  Significant 


Ttie  Elementary 

Technical  changes 

This  legulation  will 

sod  Secotwlary 

needed  in  the  , 

improve  the  existing 

act  of  1965, 

esisting 

criteria  for 

BE  amended  by 

regulations  and 

eligibility  and  tor 

Uie  Ed. 

to  siinplify  and 

selection  of  applicants 

Amendments  of 
1972,  1976, 
and  1978. 

revise  the 
cilteria. 

fet  grants 1 

Stanley  Vfilcox, 
Acting  Chief, 
Ethnic 
Heritage 
Studies  Branch, 
U.S.  Office  of 
Education, 
ftn.  3913, 

RaB-3,  AOO 
Maryland  Ave. . 
S.W., 

HaahiTAgton,  D  C. 
20209 

(202)  245-2761 


P.L.  93-380 
as  <*kerided  by 
P.L.  95-961 


l>aw  leguitcs 
Craniissienet 
to  nandate 
evaluation 
models  and 
standards. 


Bd«  Amendmer/ts  Law  lequicee 
ol  1978a  piogroni 

P«L«  95-561  changes. 


This  regulation  estatlishes 
models  and  standards  fot 
the  evaluation  of  Title  1 
projects. 


Jtidith 


Not 

Decided 


Bumes,  OPBE, 
U.S.  Office  of 
Education, 
ftn.  3049 


MXi  Maryland 
tve. ,  S.W. , 
faahlngton,  D  C. 
20202 

(202)  245-8364 


These  regulations  govern  Mo 
the  selection  of  projects 
and  establish  criteria  for 
awards. 


it.  Andrew  M. 
Lebby,  Office 
>f  Educaticn, 
bi.  3616, 
»B-3, 

UX)  Marylarid 
bie.,  S.W. , 
lashington, 

>.C.  20202 
(202)  245-9582 
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o.s.  omcE  or  education 

«Continuation  Ftoa  Last  Agenda 


TITLC 


STAGE  OF 

STATOTORy 

NESD  TO 

DEVELOPMENT 

CLASSIFICATION 

BASE 

REGULATE 

DESCRIPTION 

J!& 

COMTACT 

Aces  Education  Final 


Institutional  N?RM 

Eligibility 


Ccitccia  toe  NPkH 

Recognition 
o(  National 
Accccditing 
bodies  and 
State  Approval 
Agencies 


•*'  i>r  June  8. 


197» 


Policy  significant 

Tne  Alts 

Required  by  law 

These  regulations  govern  No 

Dr.  Harold 

Education  Act 

to  -broaden 

the  selection  ot  all 

Arberg,  Office 

oi  1978 

eligibility 

requirements. 

grantees  and  some 
contractors!  establish 
eligibility  requirements, 
and  ciitecia. 

of  Eduction , 

Ito.  3728. 

Donohoe  Bldg. , 

400  Maryland 

Ave. .  S.W. . 
■Washington , 

O.C.  20202 
(202)  472-7793 

Policy  Significant 

HEA  of  19SS. 

To  clarify 

This  regulation  will  No 

John  R. 

as  amended. 

procedures 
currently 
used  by  the 

Agency  to 
determine  the 
eligibility  of 
post-secondary 
institutions. 

These  procedures 
ace  being  used, 
buh  they  have  not 
been  published. 

establish  the  procedures 
that  the  Commissioner  of 

Education  used  to 
determine  the  eligibility  * 
status  of  postaecondary 
institutions. 

ibroffict. 

Xireccor  of 
Eligibility 
and  Agency 
Evaluation, 

31C£,  U.S. 

)ffice  of 
Educ:atlon. 
to.  3030. 

»B-3. 

Washington. 

).C.  20202 
(202)  245-9873 

Policy  Significant 

Veterans 

Hcadiustnent 

Assistance 

Act  o(  1902. 
plus  22  other 
statutory 
authorities 
Including 

P.L.  92-118. 

Simplify  and 
revise  the 
criteria. 

This  regulation  will  No 

establish  the  Commissioner* a 
procedures  for  selecting 
nationally  recognized  ^ 

accrediting  agencies  who 
are  reliable  authorities, 
concerning  the  quality  of 
education  or  training 
offered  by  eoucational 
institutions  or  programs 
they  evaluate. 

Sane  as  above. 

U.S.  OFEICG  or  EDUCATION 
•Continuation  Fcom  Last  Agenda 


STAGa  OF 

STArjTOftV 

NEED  TO 

TtTLf: 

I'cvLtorwrNT 

CUVSSIFICATIOM 

CASE 

REGULATE 

OESCRIPTtOW 

RA  CONTACT 


Law-Related  Final 

Education 


Dilingual  Final 

Education 


Policy  Significant 

Education 
Ar.cn<lT«entd  of 
1978* 

P.L.  95-561 

Lav  cequicee  the 
GOT.^sissionec  to 
award  9rants  and 
coTitracts  to 
provide  lav- 
reiited  education 
prcKjran&e 

Purpose  is  to  encourage 
SEAS  and  LEAs  and  other 
puDlic  and  non-protit 
agencies,  organizations, 
and  institutions  to 
provide  law-related 
education  programs. 

Policy  significant 

Education 
Ancndinent 
of  i97a« 

P.L.  95-561 

To  ioplenent 
the  law. 

Hill  establish  standards 
and  procedures  for 
eligibility  requirementSi 
definitions,  program 
requirements,  evaluation 
procedures,  and  use  of 
tunds. 

Mr.  Stennsn 
Winnick, 

Office  of 
Educacion, 

MX)  Maryland 
\ve..  S.W., 

9m.  4091. 

■lashing  ton. 

3.C.  20202 
(202)  245-8953 

ds.  Barbara  J, 
4eUs. 

Dffice  of 
Education, 

MX)  Maryland 
\ve. ,  S.W. , 
to.  421. 
Reporters 
iuilding, 
liushlngcon,  O.C. 
!0202 

(202)  447-9273 


*As  ot  June  8,  1919 


O.S.  OFFICE  at  EDUCATION 


«CHAmiED  STATUS 

I 


STACe  OP 

STATUTORY 

MEED  TO 

TITLE 

DEVELOPME?tfT 

CLASSIFICATION 

BASE 

REGULATE 

DESCRIPTION 

^PA 

CONTACT 

Title  1.  £SEA 

Final 

Volley  Significant 

Education 

Statute 

These  regulations 

NO 

John  Os 

Migrant 

Aaendnents 

specifically 

estaolish  State  and 

Bidgway, 

of  1976 

leguires 

local  advisory  councils. 

Education 

(P.L.  95-561) 

Regula.ions. 

adjust  Euntner  count  of 

l^iograR 

children,  coordinate 

Specialist* 

•igrant  education 

U.S.  office  of 

activities,  reorder 

Education, 

priority  of  Services 

400  Maryland 

- 

for  currently 

Ave.,  S.U., 

pre-aigratoiy  children. 

Room  2031, 

establish  a  review 

Washington, 

procedure  for  State 
application  standards, 
establish  clrcunstancea 
under  which  the 
Commissioner  will  by-pass 
or  reallocate  a  State's 
funds. 

- 

D.C.  20202 

Cot lection 

Final 

Volley  Significant 

Cotrection 

statute  is 

These  regulations  will 

NO 

domes  Spillane, 

LdDCtftton 

Education 

very  general. 

establish  application 

Office  of 

Demonettation 

ImpleiT«nting 

eligibility  and 

Education* 

Project  Act 

infitructloos 

requirements,  and 

Km.  2047, 

of  1978, 

needed. 

selection  criteria  for 

FOD-6, 

Title  ill. 

applicants  for  support 

400  Maryland 

Secs.  371-374 

under  the  act. 

AvCe*  S.W.* 

of  Part  d  of 

MoShingten*  D.C 

the  Education 

20202 

Amcndmcnta  of 
19  70, 

P.L.  95-561 

(202)  24S-7292 

-As,  ol  June  ti,  1S19 


*  0.8.  OFFICE  OF  EDUCATION 


*CHJi»GED  STATES 


t:tlc 

stage  of 
DEVELOrHEWr 

classification 

BTATUIORy 

BASE 

need  to 

REGULATE 

DESCRIPTION 

^  RA 

COTJTACT 

^'acschool 

Partnership 

prograirts 

Final 

Policy  Significant 

Educat icn 
Amendments 
of  1976. 

Law  in  general 
terms) 

implementing 

instructions 

neeoed. 

These  regulations  will 
establish  requirements 
for  participation  in 
parent/early  childhood 
pilot  projects. 

No 

Dr.  Ernest  A, 
Crider  or 

Miss  Beryl 
farke.  Parent/ 
Early 

Childhood  and 
Special 

Prograns  Staff, 
BESE,  U.S. 

Office  of 
Education, 
ftri.  2083, 

400  Maryland 
4ve. ,  S.W. 
ilashington,  D.C. 
20202 

(202)  245-8118 


•f.s  of  June  B,  1979 
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O.e.  OFFICE  OF  EOdCATIOM 
*CHAWGCD  STATUS 


TITLE 

Population 

Education 

Sale  Schools 


stage  op 
DEVELOPMEWT 

Final 


Pinal 


School  Final 

Assistance  for 
Kaintcnancc  and 
Operation  and 
School 

Construction 
in  Areas  Affected 
by  Federal 
Activities 


STATUTORY 

MEBO  TO 

CLASSIFICATION 

BASB 

REGULATE 

DESCRIPTION 

RA 

CONTACT 

Policy  Significant 

Education 

Law  in  general 

These  regulations  will 

NO 

Same  as 

Anendaents  of 

tenuBi 

establish  requirements 

above. 

1978. 

implementing 

for  participation  in  a 

instructions 

program  of  population 

needed. 

educatioiv  In  elementary 
and  secondary  schools. 

Policy  Significant 

ESEA  Title  IX, 

The  statute 

These  regulations  will 

NO 

Robert  L. 

Part  D, 

sets  general 

define  terms,  establish 

Thomas  > 

P.L.  89-10,  as 

policy) 

selection  criteria. 

Education 

amended  by  The 

important 

emphasize  program 

Ptcgra)n 

Education 

implementing 

direction,  and  limit 

Specialist, 

Amendments  of 

provisions 

aitount  of  funds  for 

U.S.  Office 

1978. 

need  regulations. 

equip)iient  and  remodeling. 

of  Education, 

400  Maryland 
AVC.,  S.W., 

Roofli  3010, 

ROB- 3, 
Washington, 

D.C.  20202 
(202)  24S-2E0S 

Policy  Significant 

Education 

Statute 

These  regulations 

Mo 

Hr.  william  L. 

Amendments 

specifically 

govern  reports. 

Storm.ci,  Dir./ 

of  1978 

requires 

membership,  average 

Div./SnFA, 

(P.L. 

regulations) 

daily  attendance. 

U.S.  Office  of 

95-5611 

and  sets 

employment  conditions 

Education, 

general  policy. 

of  certain  school 

Room  2107, 

Major 

personnel,  nonpublio 

40U  Maryland 

implementing 

education  of  a 

Ave.,  S.U., 

provisions  need 

handicapped  child. 

(fashington,  D.C, 

regulation. 

children  who  live  on 

20202 

Tne  Department 

Indian  lands,  elective 

(202)  245-8427 

has  set  new 

school  boards  and 

policies  which 

payments  in  states 

require  new  or 

tnat  equalize 

.  - 

modified 

e)cpenditures  among 

regulations. 

local  educational  agencies. 

*  O.S.  OFFICE  OP  EDUCATION 
*chanced  status 


STAGE  OF 
DEVELOPMENT 

Final 

Children  With 
Special 
Educational 
Needs 


TITLE 

Pr09rans  for 


Biomedical  Final 

Sciences 


STATlTTORy 

NEED  TO 

CLASSIFICATION 

BASE 

REGULATE 

DESCRIPTION  RA 

CONTACT 

Policy  Significant 

Title  I, 

Sane  parts  of 

These  programs  provide  No 

Dr.  Jenn 

Elementary 

law  are 

eupplcmental  financial 

Stacnlc. 

and  Secondary 

general-others 

assistance  toi  (a)  Local 

40U  Maryland 

Education 

require 

educational  agencies  foe 

Ave.,  S.W., 

Act. 

regulations. 

projects  designed  to  meet 

(Hooit  3642 

the  special  educational 

ROD- 3) 

needs  of  educationally 

Washington.  D.C. 

deprived  children  in 

20202 

low-income  areas)  (b)  State 
agencies  to  meet  the 
special  educational  needs 
of  handicapped,  neglected  or 
delinguent  children)  and 
(c)  State  Education 

Agencies  to  meet  the  . 

special  educational  needs 
of  migratory  children. 

(202)  245-2720 

Follcy  Significant 

Education 

Law  in  general 

Program  assists  target  No 

Melvin 

A)send]))ent« 

terms  * 

youth  to  prepare  and  to 

Engclhardt, 

of  1978 

i))Lple))ientlng 

pursue  a  course  of  study, 

U.S.  Office 

(P.L.  95-561) 

instructions 

leading  to  one  of  the 

of  Eaucation, 

needed. 

biomedical  professions 

BESE/SLER, 

or  occupations. 

400  Maryland 
Ave.,  S.W., 

Room  3012, 

ROU-3 

Masnington, 
D.C.  2C2u2 
(202)  24S-1991 


•As  oi  June  »,  1979 
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,*  S.B.  OmCB  or  EDUCATION 
«CHA1IGED  STATUS 


TITLE 

STAGE  OP 
DEVELOPMENT 

CLASSIFICATION 

STATUTORY 

DASE 

NEED  TO 

REGULATE 

DEfiCniPTION 

Health  Eoucatlon 
Pro9rdBi 

Final 

Policy  Significant 

Education 
Amendments 
of  1978 
(P.L. 

95-561) 

Law  in  general 
terms; implementing 
Instructions 
needed. 

These  regulations  will 
govern  the  awarding  of 
grants  to  State  and 
local  educational 
agencies,  which  are 
designed  to  establish 
and  support  programs  of 
health  education  in 
elementary  and  secondary 
schools. 

Metric  Educetion 

Final 

Technical 

Sec.  403  of 

P.L  93-380, 
as  amended  by 
the  Education 
Amendments  of 
1978.  P.L. 
95-561 

Need  to  clarify 
program  purpose, 
objectives,  and 
funding  criteria. 

The  regulations  will 
establish  criteria  for 
evaluation  of  grants  to 
prepare  students,  parents 
and  other  adults  to  use 
the  metric  system. 

Consumers 

Education 

Final 

Policy  significant 

sec.  811  of 
P.L.  93-380, 
as  amended 
by  inc 
Education 
Amenomenta 
of  1978. 

P.L.  95-561 

Need  to  clarify 

standards  and 

establish 

uniform 

evaluation 

criteria. 

Develop  the  capacity  of 
Education  institutions 
and  community  agencies 
to  provide  consumers' 
eoucatlon  to  persons  of 
all  ages. 

•AS  of  June  (,  1979 


s 

O.a.  OFFICE  OF  EDUCATION 

•CHANGED 

1 

STATUS 

TITLE 

STAGE  OF 
DEVELOPKENT 

CLASSIFICATION 

STATUTORY 

BASE 

MEED  TO 

REGULATE 

DESCRIPTION 

Education  Division 
General 

Administrative 

Regulations 

Final 

Policy  Significant 

P.L.  92-318 
as  amended 
by  Ed. 
Amendments 
of  1978  - 
P.L.  95-561 

Recodification 
under  Operation 
Common  Sense ,  and 
to  implement  Ed. 
Amendments  of  1978. 

These  regulations  govern 
all  fiscal  and 
administrative  requirements 
for  the  Education  Division 
,  programs. 

Follow  Through  NPRM 


Policy  Significant 


The  Economic 
Opportunity 
Amendments 
oi  1970 
(P.L.  $5-968) 


The  Department 
is  considering 
aa}or  change  in 
policy  and  is 
requesting 
public  comment 
on  proposal. 


These  regulations  will  No 
establish  criteria  for 
a  second  generation  of 
Follow  Through  projects 
and  sponsors. 


•As  of  June  e,  1979 


COUTACT 

Slnon  McNeely, 
SR  Prog. 

Oxn:.,  U.S. 
Office  of 
Education, 
BESE/SLQ*, 

600  Maryland 
Ave. ,  S.W. . 

■to.  2079, 
Uashingcon,  D.C. 
20202 

(202)  265-8407 

Floyd  Davis, 

Metric 

Education, 

Prog.,  U.S. 
Office  of 
Education, 

S31  Riviera 
Sldg.,  1832 
M.  St.,  N.W. 
■lashington, 

O.C.  20202 
(202)  653-5811 

Xrstln  W. 

Tilson,  Jr. , 
Office  of 
Oonsuners* 

Id. ,  Office 
>f  Education, 

^  Maryland 
We. ,  S.W. , 
Jashington,  D.C. 
>0202 

(202)  653-5983 


CONTACT 


Dr.  Marcel 
DuVall, 

Office  of 
Education, 

6(X)  Maryland 
Ave. ,  S.W. , 
m.  508, 
Reporters, 

Bldg. , 

Washington,  D.C. 
20202 

(202)  672-7773 


FTed  Bresnlck, 
Program 
(Coordinator, 
Division  of 
Follow  lhroug)i, 
6(X)  Maryland 
Ave.,  S.W. , 
(ROBOl- 
Rn.  3626) 
Washington,  D.C. 
20202 

(202)  265-2501 
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.  O.B 


OFFICB  OF  EIWCATIOH 


♦CHANGED  STATUS 


TITLE 


STAGE  OP 

DEVELOPMENT  CLASSIFICATION 


STATUTORX  MCBO  TO 

base  REGULATE 


DESCRIPTION 


Education  Hearing  Final 
Board 


Policy  Significant 


Commissioners  Extend  the 

policy  and  The  jurisdiction  of 

Education  the  Title  I  ESEA 

Amendments  of  Audit  Hearing 

1978  Board,  and 

P.L.  95-561  Implement 

requirements  of 
the  law. 


These  proposed  regulations  No 
establish  an  Education 
Hearing  Board  to  provide 
imperative  administrative 
procedures  for  resolution 
of  adverse  monetary  audit 
findings,  for  State- 
administered  programs. 


Financial 

Assistance  for 
Environmental 
Education 
Projects 

Final 

Technical 

The 

Environn<ental 
Education  Act 
(P.L.  91-516, 
as  amended  by 
P.L.  93-278 

Law  provides 
general  policy/ 
implementing 
instructione  ate 
needed. 

Department  has 

These  regulations  will 
describe  the  requiremente 
for  the  award  of  grants 
for  environmental 
education  projects. 

and  Title  III, 
P.L.  95-561 

eet  a  new  policy 
which  requires 
revision  of 
regulations  for 
purposes  of 
simplification. 

•As  of  Juno  6,  1979 


*  0.8.  OFFICB  OF  EDUCATION 

•CHANGED  STATUS 


TITLE 


STAGE  OP 

DEVELOPMENT  CLASSIFICATION 


STATUTORY  MEED  TO 

P'^SE  REGULATE  DESCRIPTION 


Administration  Final 

of  Education  . 

Programs  and 
Duties  of  the 
State  Educational 
Agency  (ESEA, 

Title  V-A) 


Policy  Significant 

Education 

Law  in  general 

These  regulations  will 

Amendmenta 

terms  implementing 

govern  the  program  for 

of  1978 

instructions 

consolidated  administration 

needed. 

of  ESEA  Titles  1  and  IV. 

Strengthening  Final 

State 

Educational 

Agency 

Management 

(ESEA, 

Title  V-B) 

Educational  Final 

Improvement, 

Resources,  and 
Support 


Policy  Significant 

Education 

Law  in  general 

Tnese  regulations  will 

Amendments 

terms. 

govern  a  grant  program 

of  1978 

Implementing 

instructions 

needed. 

to  strenthen  the 
leadership  and  management 
roles  of  SEAS. 

Policy  Significant 

Amendment 

The  statute  sets 

These  regulations  will 

to  Title  IV 

general  policyi 

establish  requirements 

of  the 

major  Important 

for  State  administration 

Elementary 

implementing 

of  programs  for 

and  Secondary 

provisions 

acquisition  of 

Education 

need  regulation. 

Instructional  materials 

Act  of  1965 

Also,  the 

and  school  library 

(PsL,  95-5el) 

Department  has 
set  new  policies 
which  require 
modification  of 
the  regulations. 

resources;  for  the 
improvement  in  local 
educational  practices; 
and  for  guidance* 
counseling*  and  testing* 

CONTACT 


I  Dr.  David 
'Pollen,  Office 
of  Eduction, 
400  Maryland 
Ave.,  S.W. , 

Rn.  4051, 
Washington,  D.C. 
20202 

(202)  245-7836 


Sylvia  WFlghC, 
Program  Officer 
U.  S.  Office  of 
Education, 

Rn.  2025, 

400  Maryland 
|Ave.,  S.W. , 
'Washington,  D.C. 
20202 

(202)  245-9231 


I 


CONTACT 

Cdvid  C. 
Phillips* 

U.S.  Office 
of  Education* 
Oiv.  of  State 
Education 
Assistance 
Programs* 

400  Maryland 
Ave.*  S.We* 

(Room  3020* 

ROB- 3) 

Washington*  D.C* 
202C2 

(202)  245-2495 
Some  as  above# 


Louise  Ve 
Sutherland* 

U.S.  Office 
of  Education* 
School  Media 
Resource 
Branch* 

400  Maryland 
Avenue*  S.W.* 
(Room  3125, 
ROB-3) 

Washington*  D.C# 
20202 

(202)  245-2468 


-.r  .».;i 


P.  1979 
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U.B.  OFFICE  OP  EDUCATION 
♦CHANCEP  STATUS 


STAGt;  OF 
DEVELOFUrNT 


Indocnina  Retu9i.« 
Children 
assictance  Act 


ClASSinCATIOW 
Policy  Slgnlllcant 


STATtnORY 

BAEB 

The  Education 
Aawndnents  of 
l»7a.  Title 
Rill,  Part  C, 
Sac.  1331 


oI  June  H,  l!>79 


meed  to 

REGULATE 

Piovialon 
of  educational 
aervicea  to 
Indochinese 
refugee  children, 
and  guidance  for 
BtA  program 
administration. 


DESCRIPTION 

These  regulations  will 
establish  requirements 
for  LEA  and  SEA, 
regarding  educational 
services  for  Indochinese 
refugee  children. 


Janes  H. 
Icckhart, 

Dir.  IRT, 

D.S.  Office 
of  Education, • 
400  Maryland 
4ve. ,  S.W., 

2189 

Washington.  D.C. 
20202 

(202)  245-3081 


•ttu  F.ntrjes 


SSA  RFGULATION  AGiNDA 


*Regulatory  AnslyeiS 


Title 

Stoge  of 
Development 

Classification 

Description 

Contact 

•■'Oilebility  of 
Infoniiation  5«nd 
P'cordc  to  th#> 

Public 

KPRM 

Tr-chnicsl 

Secs.  205  end 
1102  of  the 
Social  Security 
Act 

1 

To  r'’vleu  our  rules 
on  the  avsilBbility 
of  Inforaotion  for 
cooElELency  with 
HEW's.  Revise  our 
rules  to  reflect 
crestion  of  Health 
Care  Financing 
Adadnlst ration,  snd 
to  transfer  certain 
Neiiioare  _infonimtion 
which  no  longer 
applies  to  SiiA 
setivities  to  42  CFB 
Part  1.05.  ] 

Revise  SSh's  rules  on  Freedon)  of 
Infoncation  Act  to  make  them 
eonsistent  with  HHW's  in  45  CFH 

Part  5-  Transfer  iiaterial 
concerning  HCFA's  Medicare  progran. 
Relocate  the  rewritten  22E  in 

20  CFR  Part  401  to  bring  ESA's 
rules  on  disclosure  and  the 
evailabillty  of  Infomation 
together  in  one  Part. 

1 

Mr.  Amand  Espocito 
Office  of  BegulPtions 
6l01  Security  Blvd. 
Baltimore,  Mi,  21235 

301-594-7455 

.*u9rt»?r3  of  Covfjrhf/ 

'  nii  In  ;ur‘»d  Statue 

liPRM 

Policy 

Significent  ] 

Secs.  212,  213,  ' 
and  211i  of  the 
Social  Security 
Act. 

i  1 

;  These  regulations  ; 

■are  being  reuritten  ' 
!to  meet  the  D'part- 
jment's  "Operation 
jCororon  S^hje"  ctsnd- 
(sris. 

Contains  rules  for  d-sterciiDlng 
quarters  of  cov^^rage  and  inburod 
■aetuc  of  a  vork(^r  when  a  person  ! 

claims  old  age,  disability, 
d'»pendent,  or  survivors  b^n^fits 
under  title  II  of  the  Social 
.Securii'v  Act. 

No  j 

,  Mr.  John  MDdler 

1  Office  of  Peguletions 
6U)1  Security  Blvd. 
Baltimore,  Md.  21235 

301-594-5745 

'.V’uic  Compel 

B  n«  Ills 

'•  •a'jp  Suifn 

NPKiM 

Policy 

Siguificent 

Sec.  215  of  the 
Social  Security 
Act 

t 

Tliese  r*?i3ulfition6  srt* 
jbfinc  reviritten  to 
rrF?*:-t  the  iy'pertiD.-ut‘s 
j’’0p»-  2’»^txdn  Cona’on 
Gense”  stai3«iards. 

jcontains  the  rules  on  con?>utatlon6 
jf  priicsry  insurance  smounts  (PIA) 
urwer  the  old-age,  sur/ivors,  and 
disability  insurance  programs. 

(An  individual's  PIA  is  the  basic 
' ool  we  use  to  find  the  amount  of 
the  individual's  monthly  bitnefit 
-.6  well  as  the  monthly  benefits  of 
liis  or  her  fandiy. ) 

Ho 

Mr.  Tim  Evens 

Office  of  R.-gulotlons 
6401  •  S<?curiiy  Blvd... 
Baltimore,  t*}.  21235 

301-594-7951 

Federal  Register  /  Vol.  44,  No.  160  /  Thursday,  August  16, 1979  /  Proposed  Rules 


48081 


fgW  E^fTq!ES 


SSA  REGULATION  AGENDA 


v^egulatory  Analysis 


Title 

Stage  of 
Development 

Class?  f ication 

Statutory 

Base 

Need  to 
Regulate 

Description 

■k 

RA 

Contact 

3enef i ts  i n  Case  of 
Veterans 

NPftM 

Pol  icy 

Sign!  ficant 

Secs.  205,  210, 
217,  229.  and 
1102  of  the 

Social  Security 
Act,  as  amended 

These  regulations 
are  being  rewritten 
to  meet  the  * 

Department's 
"Operation  Common 
Sense"  standards. 

Recodifies  SSA's  rules  regarding 
wage  credits  for  veterans  and 
members  of  the  uniformed  services. 

No 

Hs.  Vera  Schlosser 

Office  of  Regulations 

6401  Security  Blvd. 
Baltimore,  Hd.  21235 

301 -594-7332 

Representative 

Payee 

NPim 

Pol  icy 

Si  gni  ficant 

Secs.  205,  1102, 

and  1631  of  the 

Social  Security 
Act 

These  regulations 
are  being  rewritten 
to  meet  the 
Department's 
"Operation  Common 
Sense"  standards. 

States  the  rules  used  In 
determining  when  a  beneficiary 
needs  a  representative  payee,  how 
a  representative  payee  is  selected, 
and  how  we  assure  that  the 
representati ve  payee  uses  payments 
In  the  best  interest  of  the 

beneficiary. 

No 

Mr.  Phi  1 i p  Berge 

Office  of  Regulations 

6401  Security  Blvd. 

Baltimore,  Md.  21235 

301 -594-7452 

Eligibility 

m 

Pol  icy 

Si gni ficant 

Sec.  1611  of  the 

Social  Security 

Act. 

These  regulations  are  States  requirements  for  Individuals 
being  rewritten  to  to  be  eligible  for  SSl  benefits 

meet  the  Department's 
"Operation  Common 

Sense"  standards. 

No 

Ms.  Rita  Hauth 

Office  of  Regulations 

6401  Security  Blvd. 
Baltimore,  Hd.  21235 
301-^4-7112 _ _ 

Eligibility; 

Reueteminatioos 

■ 

Pol  icy 

Sign!  ficant 

Sec.  1611  of  the 
Social  Security 
Act 

1 

(Rules  are  needed  to  Provides  that  redetermi nations  will 
'Conduct  redetermina-  be  scheduled  at  various  lengths  of 
tions  less  fre\:)uent1y  time  depending  on  the  individual 
than  at  12  month  {situations  —  the  likelihood  of 

i  nterf vdl  s  .  •*  ichanqe. 

No 

Ms.  Rita  Hauth 

Office  of  Regulations 

6401  Security  Blvd. 
Baltimore,  Md.  21235 

301-594-71 12 _ _ _ 

Filing  of  Application 
ind  Other  Forms 

Pol  icy 

Si  gni  ficant 

42  U.S.C.  1382(c) 
and  1383(e) 

iThese  regulations  arc 
being  rewritten  to 
meet  the  Department'* 
"Operation  Common 
Sense"  standards. 

1 

{Includes  rules  on  filing  applied* 
tions  for  supplemental  security 
Income.  Describes  the  requirements 
for  filing,  who  may  file,  how  to 
file,  and  vyhen. 

No 

Mr. .Kenneth  J.  Dyer 

Office  of  Regulations 

6401  Security  Blvd. 
Baltimore,  Md.  21235 
301-594-7454 

HEW  ENTRIES  a?  SSA  REGULATION  AGE  MSA  'VRegulatory  Analysis 


Title 

Stage  of 
Development 

Class! f ication 

Statutory 

Base 

Need  to 
Regulate 

Description 

RA  * 

Contact 

Payment  of  Benefits, 
Overt'avint.ats ,  and 
Underpayments ; 
Recovery  of 
■)ve  I’cj'.T-e.Tt 

NPRM 

Policy 

Significant 

Sec.  1631  (b)  of 
the  Social 

Securi ty  Act 

To  clarify  current 

tests  for  recovery 

ov  overpayment 

Makes  clear  that  current  tests  are 
alternative  tests  for  eligible 
individuals,  but  they  are  not 
alternative  tests  for  ineligible 

individuals 

No 

Mr.  Marval  Cazer 

Office  of  Regulations 

6401  Security  Blvd. 
Baltimore,  Md .  21235 

J  01 -53417-463 _ 

ciatonship 

NPP.M 

Pol  icy 

Sign! ficant 

Secs  1102, 

1614  (b) ,  (c) ,  and 

(d),  and  1631  (d) 

(1)  of  the  Social 
Seruritv  Act . 

These  regulations  are 
being  rewritten  to 
meet  the  Department's 
"Operation  Common 

Sense"  standards . 

Defines  spouse,  child,  and  parents 
for  SSI  purposes. 

No 

'  Mr .  Cliff  Terry 

Office  of  Regulations 

1  6401  Security  Blvd. 
Baltimore,  Md .  21235 

1  30I-S9^*-7SI9 

Resources  and 

Ek«.  1  js-  ons 

NPRM 

Policy 

Sf gni ficant 

Secs.  1102,  161 1| 

1613,  and  1631  ofi 

the  Social  i 

Securi  ty  Act  | 

These  regulations  ari 

being  rewritten  to 

meet  the  Department*: 

1  "Operation  Common 

Sense"  standards . 

Describes  what  we  count  as 

1  resources  in  determining 

1  eligibility  for  supplemental 
security  income. 

i 

No  ! 

] 

Mr .  Henry  Lerner 

Office  of  Regulations 

6401  Security  Blvd. 

I  Baltimore,  Mo.  21235 

!  30l-'''5't’74l4 

Suspenj : ons  and 

Tcm-  nat 

NPRM 

Policy 

Sign! ficant 

Secs  1102,  1611, 
I6II4,  1615,  and 
I63I  of  the 

Social  Security 
Act 

\  These  regulations  arc 
1  bei ng  rewri tten  to 
;meet  the  Department's 
j  "Operation  Common 
i  Sense"  standards 

! 

1  , 

Contains  the  rules  for  reducing,  I 
suspending,  and  terminating  a 
title  XVI  recipient's  benefits. 
They  are  being  rewritten  to 
provide  greater  clarity  to  the 
reader  and  to  consider  policy 
additions,  revisions,  and 
clarifications. 

No 

^ -  - 

Mr  Charles  H  Campbell 
Office  of  Regulations 

6401  Security  Blvd. 
Baltimore,  Md  21235 

301-594-7453 

Rt*ft  {  ral  for 

Re^obl I : tat^on 
Services,  Other 

Stntf ; ts.  Othe^ 
Se'v-ces  and 

4ss  ■  stance 

NPRM 

j 

Pol  icy 
Significant 

42  U.S.C.  1382  (e) 
(3) (A)  and  1 332d 

1]  These  regulations  an 
j  being  rewritten  to 
.meet  the  Department*' 
"Operation  (^onmon 
Sense"  standards 

Includes  rules  on  referrals  of 
persons  eligible  for  Supplemental 
Security  Income  to  other  agencies 
for  treatment  or  services. 

No 

Mr .  Kenneth  Oyer  ,  .  , 

Offree  of  Regulat ionl"  ‘ 
6401^  Security  Blvd. 
Baltimore,  Hd .  21235 
301-594-7454 

f 
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WW  ENTRKS  M 


SS*  BEGU'-ATION  AGENDA 


Regulatory  Analysis 


Stage  of  | 

Development  I  Class! ficdi 


Statutory 

Sase 


MTHft  Policy 

Significant 


1631 ,  and  I63A 
of  the  Soc iai 


Sec .  302  of  the 
Inter  govern' 


Gives  rules  for  our  agreements  to 
make  fledicaid  eligibility 
determinations  for  SSI  applicants 
or»  behalf  of  States,  to  give 
States  information  from  SSI 
appi ications,  etc. 


Hr  Cliff  Terry 
Office  of  Regulations 
6k01  Security  Bivd. 
Baltiinote,  Md  2)23S 
301-S9*«-7519 


Ttrdtmt-nt  of  Child 
Sup^K)' t  CoMtetion 


Po I • c  y 
S<  gni f • cant 


Sec  202  (a)  (28) 
of  the  Social 


h  1  ng  Fun 

State  Lo 


To  clar I fy  and 

Stales  requirements  for  Federal 

No 

Ws  Evelyn  Greene  , 

strc-nejthen  their 

financial  participation  In 

Office  of  Fcjcni  ly 

training  policies 

training  of  enployees  of  States 

Ass(stdnre 

•  ' 

administering  financial  assistarxe 

Room  AIM  Swit^el  Dlitq 

pr  ograms 

330  C  Street,  S  W. 

Washir^gton,  D  C  20201 

20?-N7a'-3793 

PtCULAT'ON  fir,r*r^ 

A»«baULA70fY  ANALYSIS 

U>o*,  i  dc  lat  lon  ot  a 

Ch.  IdS  OASDI 
benet  > It ,  Otht  r 
hfO*  ♦  ;  is  t  r  •  t  It- 
by  Federal  Or  Stat 
Law  to  thF  Use  and 
brfH’f  i  I  of  t‘'e 
Child  and  Court 
Ordered  Seprort 
Pay.nt’nts  fVidt-  on 
HfhaH  0l  a  S,>ec  it 
t  h  ■  t  d _ 

Covt-ragt-  .*nd 
ton'^ '  t '  on  of 
f  irutn.  <al  Ass<  s- 
tanef  Pfoqiam, 


Policy 
S'  gn<  f  i<  ant 


Stae*.>to<  y 

Bate 

Need  to 
fW^ulate 

Sers  202  W), 
208(e),  N02(a) 

(7)  o(  the 

Soc  iai  Se«  UM  ty 
Act 

Pol  it-v  c  lar  t  f  icat 

I'eculred  brtwe-en 

State  Letter  1088 
and  subsequent 
policy  issuance  • 
need  to  resolve 
conflicting 
interp>etdt ■ ons 

Set  N02(b)  of 
the  So«  iai 

1  ^ 
j  N**r«*«,s,»ry  to  pTov 

1  AFIM:  ellgihiiicy 
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SSA  REGULATION  AGENDA 


♦REGULATORY  ANALYSIS 


NEW  ENTRIES 


Refugee  Assistance 
Program 


Stage  of 
Development 


Class! fication 


Policy 

Significant 


Statutory 

Base 


P.L.  94-23, 
94-24,  and 
94-313 


Need  to 
Regulate 


To  consolidate 
existing  policies 
governing  operation 
of  the  Indochinese 
refugee  program  Into 
regulations  which 
will  be  more  acceasibi 
more  easily  under¬ 
stood,  and  will  have 
the  force  of  law. 


Description 


The  oroDOsed  reeulation  will 
orovide  rules  and  oolicies 
which  uniquely  apply  to  the 
Indochinese  Refugee  Assistance 
Program,  including  Federal 
financial  participation. 

They  ’fill  cover  cash  assistance 
medical  assistance,  and  social 
services  for  refugees. 


Contact 


Mr.  Gene  Hofeling 
Office  of  Family 
Assistance 

Room  411  Switzer  Bldg. 
330  C  Street,  S.W. 
Washington,  D.C.  20201 
202-245-8817 


C.^ntlnuacion  from  last  Agenda 


SSA  REGULATION  AGENDA 


♦Regulatory  Analysis 


Stage  of 
Development 


Class! fication 


Statutory 

Base 


Need  to 
Regulate 


Description 


RA 


New  Methods  for 
Computing  Benefit 
Amounts 


FIIiAL 


Technical 


Social  Security 
Amendments  of 
1977  (Pub.  L. 
95-216) 


Required  to  publish 
definition  of 
"average  of  the  total 
wages,"  and  need  for 
complex  provisions  to 
be  explained  in  lay¬ 
man's  language. 


Explains  the  decoupling  provisions 
of  the  Social  Security  Amendments 
of  1977  whereby  a  worker's  basic 
beiefit  amount  is  computed  from 
his  earnings  as  a  ratio  of  the 
total  earnings  of  all  workers. 
Ex'ilains  the  amended  provisions  for 
computing  minimum  benefit  amounts 
and  cost-of-living  increases  and 
I  recomputing  the  basic  benefit. 


No 


Contact 


Mr.  Jack  Schanberger 
Office  of  Regulations 
6401  Security  Blvd. 
Baltimore,  Md.  21235 
301-594-7332 


Totalization 

Agreements 


FINAL 


Policy 

Significant 


Social  Security 
Amendments  of 
1977  (Pub.  L. 
95-216) 


i  1 

jLaw  in  general  terms, jimplements  a  provision  that 
jinplementing  instruc- jauthorizes  the  President  to  enter 
jtions  needed.  jinto  bilateral  agreements  with 

jothcr  countries  to  provide  for 
jcoordination  between  the  social 
{security  system  of  the  United 
.  jStates  and  other  countries.  Permits 

leach  country  to  establish 
*  pntltlement  to  and  amount  of 

benefits  based  on  a  combination  of 
p  person's  periods  of  coverage  under 
pocial  security  systems  of  both 
Countries. 


No 


Mr.  John  Modler 
Office  of  Regulations 
6401  Security  Boulevard 
Baltimore,  Md.  21235 
301-594-5745 
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SSA  KECULATION  AGFNDA 

•  *ReEulatory  Anjly:.is 


TltU 

Stage  of 
Development 

Classification 

Statutory 

Base 

Need  to  I 

Regulate  ! 

Description 

RA* 

Contact 

Heduction  of  Beneflct 
Haxirausi 

final 

Technical 

, 

Social  Security 
Anendnente  of 

1977  (Pub.  L. 
95-216) 

To  coaplenent  reg¬ 
ulations  on  "New 
Methods  for  Couputi- 
Beneflt  Amounts." 

Provide  a  new  formula  for  deter¬ 
mining  the.  maximum  monthly  benefit 
chat  a  family  can  receive. 

No 

Jack  Schanberger 
Office  of  Regulations 
6A01  Security  BlvI. 
Baltimore,  KD.  2123S 
301-594-7332 

Tht:.  Retlret&fcnt  Test; 
Ellclnation  of 
ttM  Monthly  Test,  and 
tht  Age  at  which  the 
Kctlrenent  Test  no 

Longer  Applies 

FINAL 

Pplicy 

Significant 

1  Social  Security 
Anendnente  of 

1977  (Pub.  L. 
95-216) 

Law  does  not  provide 
specificity  for 
inplenencation. 

Implements  a  provision  which  per¬ 
mits  payment  of  monthly  benefits 
because  of  low  earnings  in  a  month 
only  St  tht  ciM  of  initial  retire¬ 
ment.  Thereafter,  the  right  to 
payMnes  depends  on  earnings  in  a 
year. 

1 

No 

Clara  Powell 

Office  of  Regulations 
6401  Security  Blvd. 
Baltimore,  MD.  2123S 
301-594-7459 

Filing  Date  of 
Applications  and 
other  Forms 

FINAL 

Technical 

Sees.  20S  and 

1102  of  Che  Socls 
Security  Act* 

To  provide  public 
with  clearer  regu¬ 
lations  and  to  Icplc- 
inenc  aec.  332  of  cha 
Social  Security 
Amendments  of  1977 

Recoc'iflea  SSA's  regulrementa  for 
filing  applications  for  RSDHl  and 
SSI  benaflca. 

No 

James  McDonald 

Office  of  Regulations 
6401  Security  Blvd. 
Baltimore,  Hd.  21235 
301-594-7341 

M4iintenance  and 

Revision  of  Recordb 
on  Wages  and  Self- 
Et'ploynenc  Incon 

FINAL 

Technical 

Secs.  20S  and 
U12.of  Che 

Social  Security 

To  provide  public 
with  clearer  regu¬ 
lations. 

Recodifies  SSA's  rules  on  earnings 
records.  ^  . 

! 

No 

James  McDonald 

Office  of  Regulations 
6401  Security  Blvd. 
Baltlaore,  Md.  21235 
301-594-7341  __ 

1 

SSA  RCGULATlOtl  ASEtOA 

Co>\t inucstion  froCT  Last  Agonda 


Title 

Sta9e  of 
Development 

Classification 

Statutory  1 

Base  I 

tleed  to 

Regulate 

Description 

RA* 

l.itorv  An.!iV‘is 

Contact 

Explovnont-Wcigc'ft- 
Si;  1 1  -  Etr.ployment 

Inc  erne 

1 

NPRK  1 

i 

j 

Technical 

rule  II  of  Che  1 
k>clal  Security 
\ct,  as  amended. 

rhis  subpart  is  being 
rewritten  under 
'Operation  Coocioo 
Sense". 

rhis  regulation  will,  in  simpler 
terms,  define  the  types  of  work 
that  are  Included  or  excluded  for 
social  security  purposes. 

Xo 

4r.  Dave  Smith 

Office  of  Regulations 

6401  Security  Boulevard 
Baltimore,  Md.  21235 
301-594-7336 

State  and  Local 
Governsient  Wage 

E* porting  Requirement 
/.nn-'al 

final 

Policy  , 

Significant 

An  Act  to  amend 
the  Social 

Security  Act  to 
.-xpedice  the  hold¬ 
ing  of  hearings 
inder  Cities  II, 
f'.VI,  and  XVIII  by 
stabllshlng 
uniform  review 
>rocedure9  under 
'lich  titles,  and 
:or  other  purposes: 
[Pub.  L,  94-202)  ■ 

~>\is  change  will  make 
ill  wage  reports  due 
annually.  We  current 
>ave  different 
‘schedules  for  private 
tnd  State  employers. 

■ 

Tliese  regulations  change  the  States 
obligation  for  filing  wage  reports 
y  from  one  each  quarter  to  one  each 
year.  This  will  reduce  SSA's  and 
the  States'  processing  times. 

No 

Mr.  Armand  Esposito 

Office  of  Regulations 

6401  Security  Blvd. 
Baltimore,  Md.  21235 
301-594-7455 

Righta  and  Benefits 
Based  on  Disability 
and  Determination  of 
Disability  or  Plind- 
ncse 

NPRM 

Policy 

Significant 

i 

iics.  205,  223, 
102,  1614,  and 

631  of  the  Social 
lecurlty  Act  as 
mended. 

[hose  regulations  are 
tiiing  rewritten  to 
ImeeC  the  Department'.* 
'X)peratlon  Common 

1  Sense"  standards# 

■ . 

1 

i 

These  regulations  Include  the  rules 
'or  determining  disability  under 
Title  11  and  determining  disability 
ind  blindness  under  Title  XVI  of  Che 
social  Security  Act.  These  regu- 
atlons  are  being  rewritten  to  make 
hem  clearer  and  easier  to  under- 
tarui,  to  remove  provisions  that 
re  obsolete  and  rarely  applicable, 
.'id  CO  examine  the  policies  and 
insider  additions,  revisions,  and 
larlf ications. 

No 

Hr.  William  Ziegler 
Office  of  Regtilations 
6401  Security  Blvd. 
Baltimore,  Md.  21235 
301-594-7415 
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SSA  REGULATION  /AGENDA 


Stage  of 

Statutory 

Need  to 

- - - — 

Development 

Classification 

Base 

Regulate 

Description 

RA 

ivi lienee  of  Pcrt&anent 
Hosldence  in  the 
Tniti'd  States  Under 
t.<>]or  Law 


Filing,  Date  lor 
Anpl  i.  at  ions  Ra-^ed  '-ii 
Oral  Tm^uiry 


Policy 

Significant 


Policy 
Sign! f irant 


Sec.  161A(a)(l)  To  provide  undoc'* 
(B)  of  the  Social  umented  aliens 
Security  Art.  another  way  tu 

establish  permanent 
residence  In  the 
United  States  under 
color  of  law. 


Provides  that  aliens  who  have 
continuously  resided  in  the  United 
States  since  before  January  1,  1970 
will  be  presumed  to  be  permanently 
residing  in  the  United  States  under 
color  of  law  for  purposes  of 
eligibility  for  SSI  payment. 


Secs.  1102,  loll,  Under  current  regu-  Specifies  when  the  date  of  an  oral 
and  1631  of  the  lations  persons  who  inquiry  is  considered  the  filing 

Social  Security  make  an  oral  inquiry  date  of  an  application  for  supple- 

A(t.  about  their  ellglblli  y  mental  security  Income  benefits, 

jfor  SSI  benefits  and 
.are  advised  they  are 
‘ineligible  and  there'* 

!fore  do  not  file  an 
^application  cannot 
jclaim  retroactive 
Ibenefits  if  it  is 
jlater  found  they  were 
iellgible.  These 
•regulations  will 
5)rotect  sui'h  persons 
VroRi  losing  benefits.  I 


rv.»;  j.iting  kesouries 
on  i»»«-  Has  is  of 
Li}iiity  ittd  Incrcasin]^ 
TX>l*.ir  l.imic  on  Certa 
;  X''  Lfh'd  Rt’saurces 


Policy 
Signi  f  ic.int 


>e<  .  ini 3  of 
ihe  Social 
vMiiriry  Act. 


Secretarial  decision  jlncreases  the  reasonable  value  of 
to  regulate.  Iiousehcld  goods  and  personal  effects 

'  ,  jfrom  $1,500  to  $2,000  and  the  value 

Lf  an  automobile  from  $1,200  to 
|$2,000.  Values  within  these  amounts 
|jill  not  affect  eligibility  for  SSI 

iayments.  Also  provides  for  evalu- 
ting  resources  on  the  basis  of'equl 
n  the  resources  rather  than  its 
urrent  market  value. 


Mr.  Dave  Smith 
Office  of  Regulations 
6401  Security  Blvd. 
Baltimore,  Md.  21233 
301-594-7336 


Mr.  Cliff  Terry 
I  Office  of  Regulations 
I  6401  Security  Blvd. 

I  Baltimore  Md.  2’23' 
j  301-594-7341 


Mr.  Henry  Lerner 
Office  of  Regulations. 
6401*  Security  Blvd. 
Baltimore,  Md.  21235 
301-594-7414 


SSA  RLGULAT10N  AGlNDA 


Stage  of 

1  Statutory 

j  " 

Need  to 

Development  Classification 

1  Base 

...L 

Regulate 

Description 

RA 

Ponaitting  Iti.iividuu' 
Applying  tor  or 
Receiving  SSI  to  File 
for  Food  St  irrs  in 
ial  So'-’irlty  Ottl’i 


*Regulatory  Analysis 


Policy  Food  and  j Fo«>d  and  Agriculture  Describes  SSA*s  authority  (with  the  No 

Significant  Agriculture  Act  I  Act  of  ’®77  l«  In  concurrences  of  the  Department  of 

of  1977  (Pub,  (general  f#rws  SSA  Agriculture)  to  obtain  information 

95-113)  [needs  rt-gulation*.  for  iron  individuals  solely  for  food 

I  Instructions.  st imp  purposes. 


Mr.  Kenneth  Dyer 
Office  of  Regulations 
6401  Security  Blvd. 
Baltimore,  Md.  2123a5 
301-594-7454 


Policy 
SigTiif  icanc 


Pol  icy 
Signlf  ic.tnt 


Polity 

Significant 


Titles  I,  IV-A, 
X,  XIV,  .md  XVI 
<AABD)  of  ih** 
Social  Security 


ial  Securir 
Airie'.Ji'ict.t  S  of 
1977  (Ptih.  L. 
95-226) 


Bee.  403  of  the 
Boi ial  Securi ty 


Simplify  and 
reorganize  current 
regulations  to 
reflect  1977  HFW 
reorganization  and 
{related  deU-gaiions 
jof  authority. 

|To  provide  nethods 
■for  c.ilculating 
'paN'ments  to  States; 
jto  improve  quality 
icon  t  ro  1  sy  s  t  er.n . 


Will  combine  inioane  Part  existing 
general  rules  and  procedures  on 
ajT.inlst  rat  ion  of  financial 
asaist.nnrc  programs. 


IFrovidcs  for  incentive*  piyments  to 
States  for  reducing  their  AFDC 
I  rrer  rate  below  4  percent. 


To  provide  pers  innel  Itcviac'  and  recodify  policies 
Standards  that  Si.itos  (related  to  flnanci.il  .issisf ance 

abide  by.  Iproi^r.ims  provided  under  the  Social 
J  jfircurity  Art.  U  is  necessary  to 
j  tecodify  those  now  adminstered  by 
»  j;SA,  formerly  aduinisterod  by  the 
i  rov  dc- fund  S!\S. 


Mr.  Larry  Love 
Office  of  Family 
Assistance 

Rn.  4111  Switzer  Bldg. 
330  C.  Street,  S.W. 
{Washington,  D.C.  20201 
202-2<.5-0982 

Mr.  Sean  Hurley 
Office  of  Family 
Assistance 

Rm*  4111  Switzer  Blig. 
330  C.  Street,  S.W, 
Washington,  D.C.  20201 
202-245-8999 

Miss  Evelyn  Crecn«. 

Office  of  Family 
Assistance 

Rm.  4111  Switzer  Bldg. 
330  £.  Street,  S.W. 
Washington,  D.C.  20201  ' 
202-472-3793 
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Conttnuatic^n  froc  Last  Agend*  SSA  REGULATION  ACriTOA 


Title 

Stage  of 

Oec'elop'ncnt 

Classification 

Statutory 

Base 

Need  to 
Regulate 

Description 

RA  * 

Contact 

Factors  Specific 
to  AFOC  Continued 
Absence  of  Parent* 
Prisoner 

'  NPRK 

Policy 

Significant 

Secretarial 
cOQinltDent 
made  to  Senator 
Lustland 

i 

To  revise  policy 

80  that  certain 
families  can 
receive  AFDC 
payments. 

i 

!  I 

1  ! 

i  '  ' 

1 

1 

1 

i 

Wliere  parent*prisoner  returns  home 
in  evenings,  and  does  uncompensated 
public  work  by  day,  child  Is 
deprived  of  support  for  AFDC 
purposes. 

No 

i 

Miss  Joyce  Fernandes 
Office  of  Family 
Assistance 

Rm.  41X1  Switzer  Bldg. 

1  330  C.  Street.,  S.W. 
Washington,  D.C.  20201 
202-245-0<»82 

status 

SSA  RtOULATtON  AGFrlDA  * 


♦Regulatory  Analysis 


Title 

Stage  of 
OevelofKHiOt 

ClassI ficatlon 

Statutory 

Bd8e 

Need  to 
Regulate 

Description 

RA 

Contact 

Reerganization  and 
Lpdating  of  Reg. 

*k>.  1 

FINAL 

(NCRX  publisht 
4/10/79  ;  in 
coiment  period 

Policy 

Significant 

> 

Privacy  Act  of 
1974,  (Pub.  L. 
93-^79) 

Strong  public  intcre<  l 
in  SSA  *8  rule*,  on 
disclosing  Infor¬ 
mation  from  its 
records 

Provides  for  disclosure  of  Infor¬ 
mation  from  social  security 
records  under  the  Social  Security 
Act,  the  Freedom  of  Information 
Act,  the  Privacy  Act,  a.td  other 
related  statutes. 

No 

Mr.  Arrr.and  Esposito 

Office  of  Regulations 

6401  Security  Blvd. 
Baltimore,  Md.  21235 
301-59—7455 

Procedures,  ra>mcnc 
of  Benefits,  Deter- 
aloatlons.  Appeals 
arid  Reprebcntat  ion 

T'*  r.rties 

Fir:Ai. 

(NPRK  p-blisl.» 
4/4/79>  , 

Pel icy 

;  Significant 

Socb.  205,  1102 
and  1631  of  Che 
Social  Security 

Act 

ItK'Se  Ktibparts  are 
being  rewritten  under 
"OpeTatlon  Comnon 
Sense.*' 

Explains  the  administrative  reviev 
process  and  procedures  relating 
to  claim.-int  representation. 

No 

Mr.  Phil  Bcrgc- 
Office  of  Regulations 

6401  Security  blvd. 
Baltimore,  Kd.  21235 
,  301-594-7452 

lu.'-ubi  1  icy  Insurance 
St;cpie-ir.ental  Security 
Prop tars  Substantial 
C.olnful  Activity  — 
Guidelines  for  1978 
and  1979 

FINAL 

(Interim 

published 

3/23/7f> 

Policy 

Slgni ficant 

'Secs.  223  and 

1614  of  Che  j 

Sf-rial  Security  1 
A  -t  i 

Tfie  Social  Security 
Act  directs  Che  ! 

jSeerttary  to  prescriv 
:SCA  criteria  by 
Iregulat  ions. 

i 

r 

Increases  the  dollar  aewunts  for 
determining  whether  a  person's 
d  earnings  show  the  ability  to 
per form  SGA  for  calendar  years 

1976  and  1979  and  later. 

1 

!Io  1 

i 

1 

1  Mr,  James  MacDonald 

1  Office  of  Regulations 

1  6401  .Security  Clvd. 
Baltimore,  Md.  21235 
301-594-7341 

In.  ere  and  EKrlufionsj 
Siipp  ■  vrental  Ser.urlty  I 
Iricome  Program 

FIKW. 

(NI'RK  pul.Usht< 
2/1/79) 

Policy 

Significant 

^cc.  1612  of  ti.e 
ial  Security 

\ct 

ilo  provide  tlie  public 
jwith  clearer  regula¬ 
tions. 

1 

t 

Explains  how  we  consider  income 
under  the  supplemental  security 
Income  program  and  the  amount  of 
individual  benefits. 

I4o 

Ms.  Rita  Hauch 

Office  of  Regulations 

6401  Security  Blvd. 
Baltimore,  Kd.  21235 
301-594-7112 

Pass  Along  Provisions 
ot  Federal  Suppltmeut n 
Security  Inct“«  Benefi 
CoFt-of-Livin  Increas 
to  State  Sup'*l..ir.t  «t  nr\ 
Re-'-iplents  with  Limit. 
Cion  on  State  Cost  for 
Hold-parmlesp  States 

FINAL 

.  (NIKK  publ;s.;;c 
3/27/79) 

•8 

Policy 

:  Significant 

^•'ood  Stamp 
iscribuclon  to 
aFDC  Femilies 
;Pub.  L.  94-585) 

Law  is  not  ffcciflc 
enough  to  be  entirely 
>elf-ef fectuacing. 

Implement  provisions  of  sec.  1618 
of  the  Social  Security  Act  by 
interpreting  the  statute  to 
include  t^iose  beneficiaries  who 
receive  only  State  supplementation 
lud  to  provide  guidelines  for 
rel.'ited  State  agreements. 

No 

Ms.,*Clara  Powell 

Office  of  Regulations 
6401  Security  Blvd. 
Baltimore,  Kd.  21235 
301-594-7459 

Stage  of 
Development 


Class! f ication 


AcceiiS  to  Wage  Recordj  FINAL  Policy 

Information  Under  .  (NPRM  publishct  Significant 
AFDC  1/11/79) 


Statutory 

Base 


Social  Security 
Anendments  of 
1977  (Pub. 
93-216) 


These  rules  state 
specific  requirements 
to  be  met  by  the 
States  In  requesting 
and  using  wage  infor¬ 
mation. 


States  must  request  and  use  wage 
Information  from  State  unemploy¬ 
ment  compensation  agency  or  SSA 
at  specified  periods;  must  main¬ 
tain  certain  automated  files;  must 
maintain  certain  safeguards;  must 
maintain  statistical  records 


Miss  Helen  Hamilton 
Office  of  Family 
Assistance 

Rm.  4111  Switzer  Bldg. 
330  C  Street,  5.W. 
Wa8hingCnn,l).C.  20201 
202-245-1676 


FINAL  Policy 

Protective.  Vendor,  (nprm  publl-slu-.  Significant 

and  Two-Party  Pay-  3/2/79) 

meats  for  Dependents 
(AFDC) 


To  implement  sec.  3  Increases  from  10  to  20  percent^ 

■of  Pub.  L.  95-171  whl  h  the  Federal  matching  of  funds  for 
increases  from  lOX  to  protective  and  two-party  payments 
203:  the  Federal  match  in  State  AFDC  cases.  TWo-party 
I  ing  funds  available  payment  checks  require  endorsement 
Ito  States  for  the  by  the  Individual  and  the  provider 

Inumber  of  Individuals)  of  care. 


An  Act  to  extend  To  implement  sec.  3 
certain  Social  of  Pub.  L.  95-171  whl 
Security  Act  Increases  from  lOX  to 

Provisions  and  203.  the  Federal  match 
for  other  purpose:  ing  funds  available 
(Pub.  L.  95-171)  to  States  for  the 

inumber  of  Individuals 
for  whom  protective, 
vendor,  and  two-party 
liayments  can  be  made 
^n  any  month. 


Hr.  Clifford  Wooldridge 
I  Office  of  Family 
I  Assistance 
Rm.  4111  Switzer  Bldg. 
330  C  Street,  S.U. 

I  Washington,  D.C.  20201 
1  202-245-8817 


Stage  of 
Development 


Classification 


'unt  of  Benefits J 
jtatlon  of  ! 
•tain  Bcnef I ts 
ir  Title  XVI;  I 
u;al  Persons  I 


.arned  Income, 

.  -T-^i  rd  Reduction 
Living  In 
.ithor  Person's  I 

.  ac^-ald  : 


Pol  Icy 
Significant 


Statutory 

Base 


Unemployment 
Corapensatlon 
Amendments  of 
1976  (Pub.  L. 
9^-566) 


Sec.  1612  of 
the  Social 
Securi ty  Act 


SSA  REGULATION  AGE^JDA 


Reason  for 
Deletion 


To  be  Included  in 
recodt  float  Ion  of 
regulations  under 
"Operation  Connon 
Sense." 


j  To  be  IncI uded  In 
I  rccodl f ication  of 
j  regulations  under 
I  "Operation  Conmon 
i  Sense." 


Sec.  1612  of  the  |  To  be  included  in 
Social  Security  |  recodification  of 
Act  j  regulations  under 

{"Operation  Common 
i  Sense." 


*Regulatory  Analysis 


Deletes  tables  of  Increased 
benefit  amounts  from  existing 
regulations.  Reference  is  made 
to  basic  statutes  and  to  notices 
In  the  Federal  Register  to 
ascertain  current  benefit  amounts.  , 

Provides  that  the  standard  payment 
amount  for  an  eligible  Individual 
(or  couple)  who  lives  In  another 
person's  household  and  receives 
support  and  maintenance  from  such 
person  will  be  reduced  by  one-third 
The  actual  value  of  such  support 
r>d  maintenance  ts  rot  established. 


Excludes  from  the  SSI  definition 

!of  income  certain  medical  and 
social  services.  This  means 
those  furnished  In  conjunction 

Iiwith  any  governmental  or 
nongovernmental  assistance 
I  program  ba:.ed  on  need. 


jMr.  Harval  Cuzer 
jOfficc  of  Regulations 
|640l  Security  Blvd. 
Baltimore,  Md .  2)1^5 
1301-59^-7^63 

J _ 

Imt  .  Sander  Wctss;:'on 
jOffice  of  Reov-lations 
16I4OI  Security  Blvd 
I  Baltimore,  Hd  21235 
3OI-59A-7A6O 


iMr.  Henry  Lerner 
Office  of  Regulations 
|6A01  Security  BWd. 
IBdltimore,  Hd .  21235 
301-596-761^ 
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rtLETlOMS 


SSA  P.EG'JLATIOH  AGEIOA' 


•■’•P.cgulatory  Analysis 


T,  tU 

Stogc  of 

Class; ficatton 

Statutory 

ho  s« 

Reason  for 
Deletion 

Description 

RA* 

Contact 

L •: 1 y4:on  iron 
PtrDurces  of  t^e 
p  Dferty  Cs^entiol 
to  Se’»-Support 

1 

Pol  Icy 

S'gni f leant 

Social  Security 
^'"€ndi!K*nts  of 

972  (Pub.  L. 
92-603)  and 
nternal  Revenue 
ode  of  I35^** 
Distilled  Spirits 
Stamp  (Pjb.  L 
v-569) 

To  be  Included  In 
recodi ^icatlon  of 
regulations  under 
"Operation  Conmon 
Sense." 

Pro%:dc5  guIdelTncs  for 
determining  property  essential 
to  self-support  is  excluded  f rorr 
countable  resources  under  the  SSI 
program.  Also  provides  that  even 
if  i ncone-produc t ng  property  ts 
associated  with  the  home,  the 
home  (including  land  appertaining 
to  it  and  buildings  on  the  land) 
is  excluded  as  a  resource 
recijrdlcss  of  it',  value  or  use. 

No 

Mr.  John  Modler 

Office  of  Regulations 
6A0I  Security  81  vd. 
Baltimore,  Md.  21235 

301 -59^-57^5 

■ 

Ci.s'c^^rd  of  lnco-"e 
Ed '•red  by  Youth 

(-:c) 

RcqulPtions 

Proposal 

Technical 

Youth  Er.^pl  o^'ment 
and  Oemonstrati on 
Act  of  1977 
{»’jb.  L  95-93) 

To  be  included  in 
recodi fication  of 
regulations  under 
"Operation  Common 
Sense." 

Beginning  August  5,  1977.  earnings 
received  by  a  youth  under  Part  C 
of  the  Comprehensive  Employment 

Act  of  1973,  shall  be  disregarded 
in  determining  the  fafnily*s 
elig-bility  for,  and  amount  of, 
any  benefit  based  on  need  and 
[funded  by  Federal  or  federally 
to-'.-  ,tc;d  .-ironron-. 

■io 

Mrs.  Juanita  Henderson 
Office  of  Family 
Assistance 

Rm  Al.l  1  Switzer  Bldg. 

330  C  Street,  S.W. 
Washinoton,  D.C.  20201 
232-2AS-0203 

Cwtt  Wf ‘-rsiiiincf 
£•  ns 

?^cgulat»ons 

PropO‘;ol 

Pol  icy 

Signi f icant 

Sec.  20$. 10(a)  (6) 
of  the  Social 
StcurJ  ty  Act 

Decision  made  not  to 
chonoe  the  pol’cy  at 
Ithis  time. 

i  ■ 

1 

1 

r 

(This  regulation  provides  that  the 
date  of  entitlement  of  assistance 
[must  be  the  first  of  the  month  In 
Ivrfiich  the  application  is  received. 

No 

I 

Miss  A1  ice  Stes.art 
Office  of  FamI ly 

1  Ass i stance 

iRm.  All!  S.vitzcr  Bldg. 
330  C  StrecLt.  S.W.  . 
Washington,  O.C.  20201 
l202-2/.r-)r'‘.-4 

■ 

r 

1 

Ntv  Entries 


HC6  RECZJIAnOMS  ACDOA 


Need  to 

Classification 

Regulate  1 

Description 

A.  Adiur.istration  on  AgLnci 

1.  Grants  for  State  and 
Cccicmity  Programs  on 

Aging 


Grants  for  Indian 
Tril«.s 


Policy 

Significant 


Policy 

Significant 


Title  III  of 
Older  Americans 
Act  of  196S  as 
Anendcd. 


Title  VI  of 
Older  Americans 
Act  of  1965  as 
Amended 


Hie  1978  Amendnents 
consolidated  into  one 
title  the  programs  pre¬ 
viously  contained  in 
three  separate  titles. 


The  1978  A-ny^daents 
Established  New 
Program 


Iwill  consolidate  and  reooiify 
Jregulations  for  Social 
^rvices,  Congregate  Nutri¬ 
tion  Services  and  Hcme- 
pclivered  Nutrition  Servioes 


Will  provide  a  frame  work  for 
a  new  program  to  provide 
grants  for  social  services 
to  Indian  Tribes  and  QAA. 


Fred  Luhman 
Div.  of  State  i 
Comrunity  ProgrEirs, 
AqA,  Rocm  4649, 

HEW  North  Dldg. , 

330  Independence  Avt 
Wash.,  D.C.  20201  • 
(202)245-0107 

Sacro  as  aboi'e. 


D.  A;  ■.Stratton  for  Ci.ildrm 
Youth  and  Families 


Cdld  Welfare  Services 
State  Grant  Prograr 


NPHK 


Policy 

Significant 


Title  IV-B  of 
Social  S'.>curity 
Act  as  Amended 


Reoodification 


Will  separate  and  revise 
regulations  for  Title  IV-^ 
program  which  are  currently 
intenninglad  with  Title  r/-A 
regulations 


No 


FTrank  Ferro 
Associate  Chief 
3iildrcr.s  Bureau 
^T/HDS 
i>.0.  Box  1182 
Vash.,  D.C,  20013 
(202)755-7418 
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HD6  ranSATIONS  ACBOA 


New  Entries 


C.  Behabilitation  Serv'ices 
fldninistration 

1.  Vocational  Rehabilitation 
and  Independent  Living 
Rehabilitation  Progr  ni 


Sf.>Jc  o? 
PevelutiTent 


ClasaifiCrttion 


Policy 

Significant 


StutuLcry 

Base 


Bdiabilitation 
Cenprehensive 
Scr^ccs  and 
Developnental 
Disabilities 
Rnenclnents  of 
1978  ‘ 


Need  to 
Regulate 


Required  by  statute. 


De<«3ripticn 


Will  recodify  existing  VR 
regulations  and  isplonent 
new  program  authorities 


No 


Harold  F.  Shay 
RSA  Rxm  3321 
Htry  E.  Switzer  Bldg 
330  C  St. ,  S.W. 
Wash.,  D.C.  20201 
(202)  245-0543 


2.  Devclopncntal  Disabilities 
Prograne  I 


HPW 


Policy 

Significant 


Regulation 

Conprehensive 

Services  and 

Dcvelopnental 

Disabilities 

ftiendnents  of 

1978 


Required  by  statute. 


Will  recodify  existing 
Develc^nental  Disability 
Regulations  and  inplanent 
K>w  program  authorities. 


No 


Same  as  above 


D.  aiSiunistration  for  Public 
Sertficcs 


1.  Anti-Fraud  and  Abuse 


Final 


Poli^ 

Significant 


Medicare-Hedi- 
cedd  Anti-Fraud 
and  Abuse  Act 
of  1977 


Required  by  statute. 


Will  require  disclosure  by 
title  XX  private  providers 
of  pertain  ownership 
interests  and  other  infor¬ 
mation 


No 


Mrs.  Johnnie  Brooks 
Room  2225 

Mary  E.  Switzer  Bldt 
330  C  Street,  S.W. 
Wash.,  D.C.  20201 
(202)  245-9415 


I.  IIKW  tSTKinS  (cont'd)  UpS  REGlHiATIONS  AGENDA 


Title  of 

Regulation  1 

Stage  of 
Development 

Classification 

Statutory 

Base 

1 

Need  to  Regulate 

Description  RA* 

Contact  Person 

.  Athn i n ist  r.'it  ion  for  Public  Sorviccsfconc'd)  1 

2.  r<*rru.ictlvc  Cxten* 
sioti  of  Period  to 
Urlnj’  Service  Fc- 
<]iiiror)onts  within 
Titl.'  .\X  hf^i'ilre- 

Final 

Technlcn] 

Sec.  1002  of  the 
Social  Security 
Act  as  Amended 

Relieves  States 
from  excessive  penalty 
for  minor  infraction 

Will  change  the  rate  No 
by  which  States  had 
to  bring  service 
contracts  into 
compliance  with 
title  XX  rcquireaencs 

same  as  above 

3.  Hodt'r.ip.noi  ion  of 
oni)S  Siibchapiers  1 

FIn.il 

Technical  • 

Administrative 
Procedures  Act 
as  Amended 

Required  by  HDS 
reorganization 

Will  revise  subchop-  No 
ter  headings  in 
chapter  XXIt  of 
title  <>S»  Code  of 

Federal  Regulations 

Mrs.  Vilna  Culnn 

HDS  RcgiiJationa  Officer 
Room  324E 

HHH  Building 

200  Independence  Ave.,S.v 
Wash.,  D.C.  20201 

-Sfivho  Progrons 
ioi  K.triilios  .ind 

Chi  lilroi;  Puerto 
Hico.  r.ij.im,  Virgin 
Inl.iod.s  .ind  Northern 
M.iri  m.is 

Fitwtl 

Technical 

Title  IV-A  of 

Che  Social 

Security  Act 
as  Amended 

To  delete  references 

CO  SRS  (an  obsolete 
agency)  and  relocate 
regulations  to  liS  CFR 
(Lapeer  Kill  -  Office 
of  Human  Development 
Services 

Will  relocate  cer-  No 
tain  regulations  Irt 

45  CFR,  Chapter  11 
to  45  CFR  Chapter  XIll 

Mrs.  Johnnie  Drools 

Room  2225 

Mary  E.  Switzer  Bldg. 

330  C  Sc.,  S.W. 

Wash.»  D.C.  20.301 
(202)245-9415 
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I.  KK.  INIIUES  (cont’d)  HDS  RECJA-MIONS  AGENDA 


Title  of 
iicaulation 

Staoc  of 
Development 

Classification 

statutory 

Base 

Need  to  Regulate 

Description  RA* 

Contact  Person 

•  A,lir. r.u  icii  for  T 

ubllc  Sirvlcep  (cont' 

d) 

*j.  Service  rrograais 
for  Af^cd,  UlinJ 
or  Dinahlrd 

Pci  r.oot; 

Ftniil 

Techuieol 

Titles  I.X.XIV 
and  XVI  of  Che 
Social  Security 
Act  as  Amended 

To  delete  reference 
to  SRS  (an  obsolete 
agency)  and  relocate 
regulations  to  AS  CFH 
Chapter  XIIl  -  Office 
of  Hunan  Orvelnpmcnt 
Services 

Will  relocate  cer-  Ko 
Cain  regulations  In 

45  CFR  chapter  II 
to  45  CFR  Chapter 

XIII 

Mrs.  Johnnie  Brook;. 
Room  2225 

Mary  E.  Switzer  Bldg. 
330  C  St.,  S.W. 

Wash.,  D.C.  20201 
C20;2)245-9415 

(>.  Purti.asc  of 
Services  Under 
Public  Ar.sist- 
ance  Prograir.s; 
Puerto  Rico; 

Guam;  Virgin 
Islands;  Nor- 
liurn  Hirianar. 

Finnl 

Technlc.nl 

See.  1102  of 
the  Social 
Security  Act  as 
Amended 

••  No 

sane  as  above 

7.  St-cial  Service 
ricgr<ii!is  for 

1  nd  i  V  i  d  ua  1  s 
and  Kninilics  - 
Titli-  XX  of 

SiH  ial  Security 
Act 

Final 

Technitnl 

Title  XX  of  the 
Social  Security 
Act  as  Amended 

"  No 

sane  as  above 

..  Ml.  iMKitf.  (roiiL'd)  IIDS  I<i;GI;1.AT IONS  AGENDA 


3M  tie  of 

Rcculalion  1 

Stage  of 
Development 

Classi ‘  ition 

statutory 

Base 

Need  to  Regulate 

Description 

RA* 

Contact  Person 

1.  ’wt.ri-  Inrcut  ive  Prcp.r.i 

n. 

1.  KcgisLrui ion  for 

KIN  ntni  Oi  her 
Changes 

NI'RK 

• 

Policy 

Significant 

P.I..  94-566 

Amendment  Reqtiircs 

Regs.  Revision 

i 

Will  require  un¬ 
employed  fathers 
to  register  for 

WIN  unless  exempt. 
Failure  to  regis¬ 
ter  will  nuake 
entire  family  In- 
cllgibki  for  AFDC. 
Will  allow  registr.'. 
Cion  by  nail  and 
other  changes. 

Ko 

1 

Merwiii  S.  H.iiifi 
Director,  Office  el 

WIN  Frograms,  DOI 

Room  5102  Patrick 
Henry  Bldg. 

Wash.,  D.C.  20211 
(202)176-6694 

2.  -ki  •;  Incd.dvc 

1  1 .  j.f.ir. 

I  Inal 

Technical 

relocate 

1 

1 

See.  402(n)(I9} 
Sec.  407  and 

Title  IV-c  of 
the  Social 
Security  Act 
as  Amended 

To  delete  refer¬ 
ences  to  SKS  (an 
obsolete  agency)  ' 

and  relocate  regu¬ 
lations  to  45  CFR 
Chapter  XIH  -  Office 
of  Human  Di'velopmeut 
Services 

Will  relocate  regu¬ 
lations  in  45  CFR 
Tart  224  to  45  CFR 
Chapter  XIII 

i 

.1 

Ko 

1 

same  a.s  ahovi 
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HS  FEGUUVn^  ACaCA 


II.  Continuation  frcn  last  agenda 


TiUe 

Stage  of 
Develonnent 

Classification 

Statutory 

Base 

Need  to 

Regulate 

Descriptlcn 

m 

Contact 

Adninistration  for  Children 
Youth  ctnd  Families 

Child  Abuse  and  Neglect  Pre¬ 
vention  and  ireatment 

NPFM 

Policy 

Significant 

Child  Abuse  and 
Neglect  Preven¬ 
tion  and  Treat¬ 
ment  Act  of  1974 
as  Amended 

1978  Amendnents  require 
regs  revision 

t 

Will  recxjdify  existing  regu¬ 
lations  and  will  specify  new 
new  requirements  for  grants 
and  contracts  for  dononstra- 
tion  and  service  programs 
and  pirojecns. 

No 

Ftanjc  Ferro 
Associate  Chief 
Childrens  Bureau 
ACYF/HDS 

P.O.  Box  1182 
wash.,  D.C.  20013 
(202)  755-7418 

HC6  RBGUUOICNS  MSEMEA 


IV,  Deletion* 


Adninlstration  for  Children 
Youth  and  Families 


Stage  of 
Dewelotment 


Classification 


Statutory 

Base 


Reason  for  Deletion 


Child  Day  Care  Standards  I  Final 


B.  RehabUitatiCTi  Services 
Adninistration 

1.  Evaluation  Standards  NPRM 


Major 


Economic  Oppor- 
tiBUty  Act  and 
Title  XX 


Office  cf  Deputy  General  Counsel 
for  Regulatory  Review  new  has 
responsibility  for  this  regulation. 


Techincal 


Rehabilitation 
Act  as  amended 


No  longer  required  by  Rehabilitation 
Act  due  to  1978  Amendnents 


Inez  Smith  Reid 
Deputy  General 
Counsel  for  Regula¬ 
tion  Review  . 

Rn.  716-E 
200  Independence 
Ave.,  S.W. 
Wash.,D.C.  20201 


Harold  F.  Shay 
RSA  Roan  3321-MES 
330  C  St. ,  S.W, 
Wash.,  D.C.  20201 
(202)245-0543 


2.  Business  Opportunities  for 
Handicapped  Individual 


NPFM 


Policy 

Significant 


OoRprehensive 
Rehabilitation 
Services  Amend¬ 
ments  of  1978 


This  now  part  of  reoodification  of 

all  vocational  rtiiabilitation  regulations. 


Same  as  above 


C.  Adninistration  for  Public 
Services 


Fair  Hearings 


NPFM 


Policy 

Significant 


Sec.  1102  and 
Sec.  2002  of  the 
Social  Security 
Act  as  amended 


Office  of  Deputy  General  Counsel  for 
Regulatory  Review  now  has  responsibility 
for  reoodificatian  of  this  regulation. 


Mrs.Jdinnie  Brooks 
Rocm  2225 

Mary  E.  Switzer  Bid 
330  C  St.,  S.W. 
Wash.,  D.C.  20201 
(202)245-9415 
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OFFICE  OF  THE  ASSISTANT  SECRHARY  FOR  PERSONNEL  ADMINISTRATION 
Regulation  Agenda 


Title 


Stage  of  Classification  Statutory  Base  Need  to  Regulate  Oescriptlon  Regulatory  Contact 

Oeveloptnent  Analysis 

_ (Yes/No) _ 


Closing  of  Advisory  NPRM 

Comnittee 

Meetings 


Technical 


Federal  Advisory 
Comal ttee  Act 
(5  use  App.I) 


Government  In  the 
Sunshine  Act 
amended  the 
Federal  Advisory 
Committee  Act 
criterion  for 
closing  Advisory 
Committee 
meetings 


The  Department 
proposes  to  amend 
the  regulation  to 
conform  to  the 
requirements  of 
the  Federal 
Advisory  Com* 
mittee  Act  as 
amended  by  the 
Government  In  the 
Sunshine  Act 
governing  closing 
of  Advisory  Com¬ 
mittee  meetings, 
and  to  further 
clarify  and  sup¬ 
plement  the  pro¬ 
cedures  for 
closing  meetings 
In  light  of  the 
Congressional  In¬ 
tent  that  the 
public  be  allowed 
the  maximum 
degree  of  access 
to  these  meetings. 


No 


Robert  Tarr 
Rm,  B-630  Trans 
Point  Bldg. 
Washington,  O.C. 
20201 

Phone; 

245-6828 


New  cntrlt'U 


FOUli  AN1>  DkliC  AKHINIXlhAl  IUN 
fJ’A  ACF.NIIA 


*  KA  -  Rf'i’.iiliilory  Aimlynln 
(Von.'No) 


Title 

Stag4!  of 
Develop«»cni 

Clonslf teat  Inn 

Statutory 

Base 

Nerd  to 

Hcftiilate 

NPftH 

Significant 

Public  Health 
Service  Act 

To  inprove  potency 
test. 

This  document  proposes 
potency  standards  for  short 
ragweed  pollen  extracts. 

Each  final  container  of  a 
lot  of  extract  will  be  * 

required  to  contain  a 
■inimuB  quantity  of  Anti* 
gen  E  relative  to  a 
reference  preparation  with 
a  known  quantity  of  Anti* 
gen  B.  There  is  presently 
no  potency  requireoient  for 
short  ragweed  pollen 
extract. 

A.  Rothschild 
Bureau  of 
Biologies, 

11400  Rockville 
Pike,  Rockville, 
MD.  20205 
(101)  441-1106 
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New 


'iitrleb 


FDA  Rt:GU1.AT10W  ACl-NDA 


*  HA  -  Rrp,ii Intory  AnnIysiR 
(Yofl/No) 


Title 


HAST  Test 


(Stage  of 

UoveloiMBent  Cl  asslf  teat  lor. 

I  NPHW  C1(5riiricant 


Statutory 
Base _ 


Need  to 
RcKulate 


_ l•«a£cil>clQa- 


To  potency 

test. 


Ttila  document  proposes  to 
amend  the  regulations  to 
require  that  the  Hadlo- 
allerRosorbent  test  (RA.ST) 
be  used  as  a  potency  test 
for  nitnerous  allergenic 
extracts.  Presently,  no 
potency  test  Is  required. 


No 


A.  Rothschild 
Bureau  of 
Biologies , 
lllfOO  Rockville 
Pike,  Rockville 
HD.  20205 
(301)  A<)3-1306 


Antl-HBsAg  Suuiples 


NPHM 


do. 


do. 


To  reduce  required 
numbtir  of  samples  to 
lie  sutunltteil  to  HtA 
to  tho.se  needed  for 
jegulatory  purposes. 


I  'Oils  document  proijoses  to 
reiluoe  the  number  of 
samples  manufacturers  of 
Antlbcxty  of  Hepatitis  B 
■Surface  Antigen  must  submit 
to  the  Bureau  of  Biologies 
following  licensing  and 
perlollcally  ttiereafter. 


No 


Oo. 


i 

I 


New  eat  r ies 


FDA  REllUlAT'.OH  AOEWDA 


»  KA  -  Ri-|>ii1ntory  Aii.slynln 
(Yes/No) 


CPOA  1  f.)r  Platel. 
OoTKientnit^.- 


'■.■i-.'lo.U.jtil  'IV.-q 
I'oi-  .Syiddlls 


Stage  of 

Stotutory 

Need  to 

DevelopEcnt 

Classification 

Base 

Rceulate 

NPHM 

do. 

Vo  prescribe  safe  use 
ol'  anticoagulant. 

tilPM 

do. 

do. 

TV,  delete  currently 
requlriid  test  deter- 
inlneii  to  be  unnecea- 

sai'y. 

_ _l(c££iJ.utlan _ 

11113  docunent  proposes  to 
amend  the  biologies  regula¬ 
tions  to  pennlt  Platelet 
Concentrate  (Hunan)  and 
Single  Donor  Pla.sma  (Hunan) 
to  be  manufactuinid  frtm 
Whole  Blood  (Hunan)  collec¬ 
ted  in  antl.:oa(ijilant 
citrate  plKiejiliate  dex trout: 
adenine  solution  (CrUA-l). 
CPDA-1  is  a  pemlttetl  anti¬ 
coagulant  for  wliole  blootl, 
and  the  dating  period  for 
whole  blood  in  OPDA  is  35 
days  vs.  21  days  for  blood 
colleotetl  in  CPD  anti¬ 
coagulant. 

Tills  piopiisal  will  Bintnitl 
the  Llologlds  itgulatltm 
by  el  Imlnatlng  tin;  inniulrt-nl 
uerologlc.al  test  for 
sypliilis.  0Drp;nt  evldtsicx} 
indicates  Hot  the  test 
dtn-3  txit  contrlbutt;  sl^?- 
riiric;uitly  to  tlx-  extrunely 
low  InclJeniM;  of  transfu¬ 
sion  traniinltted  uy|)hlli.i. 
Tlil.n  pm|os.il  is  conslnient 
with  tin:  reconintniilntlons  of 
the  Panel  on  review  of 
blooil  aiiti  blotiil  pj'otiu.'to. 


Contact 


A.  Rothsciilld 
Bureau  of 
Biologies 
11«IOO  Rockville 
Pike,  Rockville, 
MD.  20205 
(301)  <(113-1306 
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Nt«  entrlfcb 


Title _ _ 

Reorganize  Utiole 
blood  Regular  Iona 


Nvu  gatrlta 

Title _ _ 

R'tbella  Vlrua  VoLcina 

Susoeasioii  and 
kevocatliK. 


rUA  KECUIATIOW  AtlEWIlA 


•  RA  -  Rrp.iiintoi  V  Aii.-ilynln 
(Vpb/NoI 


1  Stage  uf 
Development 

Closslf  Icntloii 

Statutory 

Base 

Heed  to 

Reeulate 

JlUflCClftllML 

NHKH 

i 

1 

Significant 

do. 

To  Increase  donor  and 
product  safety  and 
clarity  of  the 
regulations. 

This  document  proposes  to 
revise  and  reorganize  Sub¬ 
part  A  In  Part  6A0  which 
prescribes  additional  stan¬ 
dards  for  Uliole  Blood 
(Human).  The  regulations 
are  being  reorganized  to 
reflect,  insofar  as  possi¬ 
ble,  a  logical  sequence 
beginning  with  the  collec¬ 
tion  of  blood  and  pro¬ 
gressing  through  storage, 
testing,  labeling  and 
issue.  This  document  will 
also  propose  substantive 
amendments  of  the  present 
requirements. 

Contact _ 

A.  Rothschild 
Bureau  o( 
Biologies, 

11400  Rockville 
Pike,  Rockville. 
MD.  20205 
(101)  441-1106 


f»A  RECUUTIOW  ACF.NHA 


*  RA  -  Ri'p,iiliil  til  y  Aii/ilynls 
(Yen/No) 


SCHge  uf 
twcloiHaent 

ClaBstf lest  Inn 

Statutory 

Base 

Nt-c-d  to 

Rep.Mlotc 

Contact 

NPHM 

Significant 

do. 

To  assure  safety  of 
product. 

This  dociusent  proposes  to 
anend  the  Additional  Stan¬ 
dards  for  Rubella  Virus  to 
pernlt  the  use  of  human 
diploid  cell  strain,  WI-36, 
as  a  substrate  In  the  manu¬ 
facture  of  this  product, 
and  define  tests  for 
safety  required. 

No 

A.  Rothschild 
Bureau  of 
Biologies, 

11400  Rockville 
Pike,  Rockville 
MD.  20205 
(lUl)  441-1J06 

NFKN 

do. 

do. 

To  update  and  clarify 

administrative 

procedures. 

This  document  will  amend 
the  general  regulations 
to  update  and  clarify  the 
regulations  regarding 
suspension  and ^revocation 
of  licenses. 

No 

Do. 
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NiAii  Entries 

PDA  RECULATION  AGENDA 

*  RA''-  Rrp.n I;iI *11  y  Aii.'»ly«lfi 
(Vpb/No) 

Title 

Stage  of 
Development 

CloHslf  icatioti 

Statutory 

Base 

Need  to 

Regulate 

RA 

Contact 

Uisoontinue  Certifying 
U-80  Insulin 

Final 

Significant 

Federal  Food, 

Drug  and 

CoBiaetlc  Act 

To  reduce  the  potentiai 
for  patient  errors 
that  result  fion 
having  Insulin  avail¬ 
able  in  two  high 
oorxsntrations  and 
syringes  calibrated 
for  use  with  more  thdn 
one  ocnaentraticn. 

Deletes  provisions  for 
80-unit  Insulin,  leaving 
one  high-potetKy  insulin 
available. 

1 

No 

Ha.  Mary  HcEnlry, 
Bureau  of  Drugs, 
(HFD-30), 

3600  Fishers  Lane, 
Rockville,  HD 
20837, 

301-663-3660. 

Helatud  Drugs 

Final 

Significant 

do. 

i 

y 

Sane  drug  nanufactur- 
ers,  misisiderstanding 
current  regulations, 
continue  to  subndt 
abbreviated  new  drug 
applications  for 
products  clearly  not 
subject  to  such  a 
finding. 

Revises  the  regulaticms  to 
confine  abbreviated  new 
drug  applications  to 
products  identical  to  a 
drug  reviewed  in  the  Drug 
Efficacy  Study  unless  FDA 
has  nade  a  separate  findiiu 
that  an  AllDA  is  acceptable 
for  a  related  product. 
Establishes  a  petition 
procedure  for  applicants 
to  request  a  determination 
from  FDA. 

No 

i 

Do. 

Tlterut^utic  Equivaluiioe 
Evaluations 

Final 

Siijnificant 

i 

do. 

1 

1  1 

To  assure  the  avail¬ 
ability  of  the 
infometion  on  FDA's 
criteria  and 
evaluations  of 
prescription  drugs. 

j 

Adds  to  FDA's  public 
information  relations 
a  statoient  that  a 
listing  of  approved 
prescription  drug  products 
is  available.  The  project 
entails  finalizing  poiioie 
and  criteria  for  making 
evaluations  of  tiierapeutic 
«]ulvalcnoe  announced  in 
the  list. 

No 

Do. 

How  oiUiiort 


FOA  nF.(iUI.ATION  ACEHllA 


TUlc 

Xi  1 itol 


^  Stn^e  of 
llovoInjUiMMit 


Mothyl  S  1 1 i>  ylato 

oil  vvi :tt fi 


CIoohI  f  li;nt  toil 


fvtniiitory 

OllBC 


Hrr«l  lo 
Heiiulnte 


Data  has  boon  submittk^dj 
to  the  Agency  suggest*  I 
ing  that  Xylitol  may  j 
not  be  safe.  ! 


To  protect  the  public 
health  from  a  known 
carcinogen. 


To  clarify  the  food 
idditivc  status  of 
.oothyl  salicylate. 


'he  Select  CoRualLtee  on| 
GRAS  Substances  of  the 
Federation  of  Aiiicrican 
Societies  for  Experi* 
mental  biology  (FASEB)  I 
ha.s  recommended  tliat  | 
the 'Agency  interim  listl 
direct  food  uses.  I 


*  MA  -  1*1 1 •*!  V 


-liiimiiJ-tiLli 


This  proposed  document 
will  both  terminate  an 
existing  proposal  limit* 
ing  the  use  of  Xylitol  in 
specific  dietary  products 
and  issue  a  new  proposal 
to  determine  its  status. 

If  Congress  does  not  enact 
a  further  moratorium,  FDA 
intends  to  repropose  the 
prohibition  of  saccharin 
as  a  food  additive. 

In  1962,  a  document  was 
published  which  proposed 
specific  tolerances  for 
mothyl  salicylate  in 
certain  food  categories. 
Because  the  data  does  no& 
clearly  demonstrate  the 
safety  of  methyl  salicy* 
late,  we  are  Currently 
preparing  a  document  to 
withdraw  this  proposal 
and  a  new  proposal  to 
clarify  the  status  of 
methyl  salicylate. 

The  Agency  intends  to 
issue  proposals  to  deter* 
mine  tlie  status  of 
caffeine  in  soft  drinks. 


Bob  Luke 
Bureau  of 
Foods 
(HFF-302) 

200  C  St. , 
S.U. 

Wash.,  D.C. 
20204 

<202)24'i-l2!>4 

Do. 
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FDA  RLCIILATION  Ark;Nf)A 


*  RA  ~  noRiil.’iIni  y  Aii.'ity^li^ 
(Ycft/No) 


Stat'e  of 
IH  velomnf*nt 


Vuluntafy  Standards 
Hot  icy 


Statutory 

Cinnalf Icotiou _  Base _ 

Slgulticant  Federal  Food, 

Drug,  and 
CosaeClc  Act 


I  Need  to 

KcRiilate _ _ llesfCll'lJLoja _ ^ _ _  M 

!  A&sist  the  developnent  Advises  public  and  interes-  No 
of  performance  stand-  ted  organizations  of  fDA's 
ards  under  section  strategy  in  developing  ana 

SH  assisting  voluntary  stand¬ 

ards  activities  outside 
the  2nuprniiM.nt . 


.  b'ontact _ 

Dr.  Carl  T.  DeMare.o 
Bureau  of  Medical 
Devices,  8757 
Georgia  Ave., 

Silver  Spring,  MD 
(Wl)  427-71K 


Pioduct  0evelO|>iii.;nl 
Piutocols 


Needed  to  iinplement 
section  515(f) 


Sets  forth  guidelines  for 
contents  of  Product  Deve¬ 
lopment  Protocols  to 
enable  manufacturers  to 
develop  protocols  in  lieu 
of  investigational  device 
exemptions  and  prenarket 
approval  applications. 


FDA  RECUIATION  AGF:NI>A 


*  RA  -  Mep.iil.iloi  V  Aim  I  vn  Is 
(Yi-s/Hn> 


Stnt;C  of 
DevelopilB’Ilt 


Statutory 

Base 


Nerd  to 
Regiilale  _ 


|_  Jiesu;il|'ll‘>« _ 


Medicated  Feed  Task 
force  luiplenientat  ion 


Neomycin  Containing 
bi 


•So  1  I  on.iiiiido  Drugs 


iigniCicant  Federal  Food. 

Drug .  and 
CoKinetlc  Alt 


To  establish  sound 
and  consistent 
criteria  for  ap¬ 
proval  of  medi¬ 
cated  feed  app- 
1 ioations. 


Additional  data 
are  required  for 
ef  feet iveness 
and  safety  of 
residues  of  neo¬ 
mycin. 

Additional  data 
are  required  to 
establish  safe 
tolerances . 


(urrently  some 
I roducts  mar- 
>  eted  are  not 
lecoqnized  as 
safe  and  effec- 
'  ive. 


Amends  the  regula¬ 
tions  to  describe 
criteria  for  the 
need  of  an  approved 
medicated  feed  app¬ 
lication  for  the 
manufacture  of  medi¬ 
cated  feeds. 

To  prescribe  safe 
and  effective  condi¬ 
tions  of  use. 


The  regulations 
would  be  ame.nded 
to  set  forth  addi¬ 
tional  require-  ■ 
ments . 

To  establish  a 
regulation  pre¬ 
scribing  data 
needed  to  show 
teat  tips  to  be 
safe  and  effec¬ 
tive. 


K.  Brieli.1.11 
Bureau  of 
Veterinary 
Medicine, 

5600  Fishers 
Lane , 

Rockville, 

M!)  20857 

(101)  441-6241 


1 
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Cont  inuat  ion  fri,m  ttie  last  agenda 


of 

i'J  t  lo  l),!veloiimont 


AllOfEonle  .‘joiifoe 
Miiturlal 


lalf  lent  ton 


•VUltlonal  t;lulKlal^la  j  NHJ'l 
foi'  Inject  VtMKniia  | 


FUA  RUCUUTIOH  ACF.llUA 


Statutory 
Base _ 


Public  Health 
Service  Act 


lb  assure  safety  and 
Identity  of  souroe 
material. 


*  HA  -  Hi'r.ulatory  Aiinlynls 
(Voh/Nii) 


lb  assure  safety  and 
Identity  of  source 
material. 


_ _ lic^uxLcLiiiQ _ 

This  document  prescribes 
additional  criteria  for 
source  materials  used  In  the 
manufacture  of  a  final  alier 
I  genie  product.  Specific  no- 
qulitsiients  will  be  requited 
for  the  propagation  arid  nti5n 
tenance  of  molds  aid  certain 
animals.  Inspection  and 
reoonlkeeplig  requlriments 
will  apply  to  all  iresnufactur 
ers  of  Allergenic  Producta. 


Tills  document  proposes  re¬ 
quirements  for  source 
materials  used  In  the  manu- 
factui’e  of  allergenic  prod¬ 
ucts  derived  fron  insect 


A.  Rothschild 
Bureau  of 
Biologies,  11*100 
Rockville  Pike, 
Rockville,  FT. 
20205 

(301)  <l't3-1306 


?i’"  frun  'be  1.1  St  aneiiJ.i 


FDA  REfiUlJlTIOH  ACF.HUA 


*  RA  -  Rcr,«l.-«ti'ry  Ain  I  ys  la 
(Vob/Ho) 


Stage  of 
Devcloiimcnt 


Claualf  icat  I  oil 


A.klltloiu.U  otandiiils  tBI'H 
for  Joiireo  rtileclals 
(Pol  lelWi) 


Statutory 

Base 


{ieed  to 

RcRiil-ite _ 

Tb  assure  safety  and 
Identity  of  aource 
material . 


.  j__ _ »eBctJ.i>.U«t« - 

I  This  docunent  proposes  re- 
iqulranents  for  source 
{materials  used  for  manufac- 
s  tune  of  allei^enlo  producta 
{derived  from  pollens. 


■  A.  Rothschild 

■  Bureau  of 
Biologies,  11*100 
Rockville  Pike, 
Rockville,  Ml. 
20205 

(301)  ii'iB-liOb 


Frpjr  .an,)  Accl.l-sit 
Reports 


Tb  better  assess  the 
adequacy  of  existing 
re|i;ulatlon8. 


Tills  tlocunent  proposes  to 
require  licensed  and  un¬ 
licensed  blood  establlsb- 
inents  to  submit  reports  to 
PDA  of  errors  and  accidents 
that  are  linnlnent  health 
hazaiiis. 
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t  out  iiKi.tt  fon  f  tua  tlic  l:u*l  .iKOiKln 


FDA  nKf.lll.AT10H  AC:aU>A 


*  RA  -  Rpc.iil.-.lury  Aii.tlynls 
(Vpr/Ho) 


Sl.-igc  of 
|)(-vclopiiipnr 


Cl.-isstflcntloti 


Stntulory 

B.iue 


Need  to 
Regulate 


_ HcsciJctltil 


Ity  of  blool  HflK 
I.'il^el  li^. 


lb  facilitate  unlfom-  I  Hils  docunoiit  |xx)|Joses  to 


Ity  In  t)lof<1  labeling 


anienl  Lie  blood  label  Ir^ 
regulatlona  us  t>,-ccitmieniiixl 
by  tho  American  blood 
Coninlsnlon,  Octnnltteo  for 
Coomonality  In  Pltxxl  bankliv 
Autanatlon. 


A.  Rothsclilld 
Bureau  of 
Biologies,  111)00 
Roekvlllt!  rike, 
Rockville,  M). 
202(5 

(301)  <l')3-130f. 


tJvt  U  li  all(.ii  i.|  tVA 
[ii'j'ardliif'  Alvtie 
_  l.t  act  In  at 


Hi  Increase  Uc  R)A's 
effectiveness  In 
rcgulatlir.  biological 
(nt.lucts. 


Dlls  i1o(rumt;nt  [troixtoes  to 
rctjulre  tliat  manufacturf;rs 
notify  RBA  of  reports  of 
adverse  reactions  from  use 
of  their  prrxiucta. 


( <<i)t  i lui.ii  tun  f  I 


FDA  Ui;(;UI.AT10N  AOENDA 


*  HA  -  Hogiil.iloi  ,■  Analysis 
(Yes/Ho) 


Sl.age  of 

Devcloimuait Clasal  f  lent  ion 


Stntuloty 

Base 


l  iiin.l  tn  hevh-w  of 
.‘Vin  TV-st 
A:  llgfais 


Need  to 
Rcgiilntc 


Ha  bring  prcxlucts  Into 
confonaanoe  with 
ournmt  standards  of 
nafi-l.y  ;tnd  eff cell  vo¬ 
iles;;. 


_ llcs£tJut.JlQia _ BA 

Hits  docunent  will  finalize  Ho 
a  proposal,  placli>'  Ujc 
subject  products  In  cate- 
gorl(.«  de-slgntitetl  as  (1) 
safe  aivl  effi;ctlve  and  not 
misbranded,  (2)  unrwife  or 
Ineffective  and  inl.'it)r.ukied, 
and  (3)  iv.*t  wltiiln  cattwacy 
(1)  or  (2)  above,  on  Uio 
basis  tltit  avallalde  data 
are  Insufficient  !/>  classi¬ 
fy  such  |irr.iuc!s. 


A.  HoOisiihlld 
Bureau  of 
bloloj'lcs,  llAfXi 
Rockville  Hke, 
Rockville,  M;. 
2020^. 

(301)  W-130C 


laiiii  1  oil  (t-a  ii 
Ai  Iciveiilc 


11  hrljg  prtiducts  Into 
ctnfonnance  with 
cerrent  standards  of 
sa^'ety  an>l  effectlve- 
nc  IS. 


Dlls  diKtiiiieiit  piojK/ses  to 
place  tlie  sul.Ject  [irixlucts 
In  categories  dci-lcjiatod  a:; 
(1)  safe  arnl  effective  and 
not  ralshrandcd,  (?)  unsafe 
or  Ineffective  and  mlsti-iikl 
ed,  and  (3)  not  within 
cat'fgory  (1)  or  (2)  alove, 
on  the  Ik'isls  tliat  avallaldi 
data  are  Insufficient  to 
claiiclfy  Eucii  picliicts. 
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(‘untiiiiiat  inn  1 1 1 m  tl'c  .tjjt  ii>l;> 


niA  KI'CUI-ATION  Af;FHI)/i 


*  liA  -  Kni'iiliil  ni  y  Aii.ilysin 
acr./U:  ) 


I’anol  ori  iWvlew  of 
Vli-al  Vaccines  £u>l 
idckettslal 
Vaccines 


of 

StaCulury 

tJoeJ  to 

l)t‘V(!]o|)ti«erit 

D.isslf  Ic.Ttlnii 

Rase 

Rc.julale 

UHiM 

significant 

do. 

'Ib  bring  products  Into 

confotirianoe  with 
current  strjndards  of 
safety  ai>l  effectlvo- 
nesu. 


. l!eih;ilaLlua _ 

Hils  (Ji<ciii!ent  |)ro[if)ses  to 
place  tlie  subject  pr(xluctr. 
In  eategoi’les  ticolwyiated 
;i3  (1)  safe  nnl  effective 
and  not  mlsbraiKtoi,  (?) 
unsafe  or  Ineffective  ai»l 
mlsbrand(\l ,  ;tnl  (3)  not 
within  category  (1)  or  (?) 
above,  on  tlie  Ixisls  that 
available  data  are  Insuffi¬ 
cient  to  classify  such 
products. 


A.  liitlinchlld 
Bureau  of 
Hioi.igics,  nri) 
Kotrkvllle  Pike, 
Kockvllle,  W'. 
2020S 

(301)  Wi-130f 


l.uiel  on  lieu  lew  >A' 
Blood  and  liloo.1 
Broduc Is 


NPiiM 


do. 


lb  bring  proiluct  Into 
ix)iifotTnaiice  with 
current  standard;,  of 
siifety  :ind  effective¬ 
ness. 


lids  ilcx-ixierit  pl^i[^'Sl.■s  to 
plac(!  the  subjfret  ptxvducta 
In  categorh®  iletUgnatol 
as  (1)  s;ife  cuvl  effective 
ani  not  misbranded,  (2) 
unsiife  or  Ineffective  :uKi 
ml.'Jtiriiixled,  a* id  (3)  net 
within  categor’y  (1)  or  (?) 
aliove,  on  tl»>  tasls  tUtt 
available  (tita  nr.-  Insuffi¬ 
cient  to  classify  sucti 
proilucts . 


Iki. 


eenl  imuit  IIMI  tlwii)  till'  l,e-.t  aj^.'iHlii 


FDA  KI-CllldVTlOtl  Ald.llDA 


*  KA  -  Rcp.iil.iKiry  AnalyRl*! 
(Ycs/tl.)) 


Title 

Static  of 
l)ovcloi>iiie»t 

CJ Ofifil f Icat lull  ' 

Statutory 

Base 

Need  to 

KcRulatc 

! 

Contact 

Piuiol  on  Kevlew  of 
Biict.erlal  Aiillgeiu. 
ant  Biicterlal 

Vaccines  wllli  li.S. 
Starxtard  of  foieiicy 

1 

Minlflcant 

do. 

Ib  brlt*r  productfi  Into 
lonfomumce  wltli 
current  standaixls  of 
safety  ajid  effect  Ivti- 

Ibhs  diicur.i^nt  proposes  to  j 

filace  tin;  subject  products  ; 

In  categories  designated  i 

as  (1)  safe  and  effective  | 

'ini  not  mlsbrandeil,  (?)  ! 

uiLsafe  or  Ineffective  and  j 

nilshrarklcil,  and  (3)  not  ■ 

within  category  (1)  or  (?)  | 

above,  1*1  tiie  basis  tliat  [ 

available  data  are  Insuffl-  ; 

dent  bi  classify  sucli  1 

products,  j 

i 

A.  ftothschl  Id 
Bureau  of 

Blol.,a-8,  uw- 

Rockville  Pike, 
fkx’kvllle,  Wu 
2020^) 

(301)  W  3- 1301 
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*  RA  -  Rrp.iil.TliH  V  All.llV''l« 
(Vcn/N«> 


FDA  RECULATION  AGENDA 


Continuatlnn  from  tlic  laat  ageiul.i 


Title 

Stage  of 
llevelopoent 

Classlf lent  Ion 

Statutory 

Base 

Need  to 

RcKiilate 

. iDrOCClultuJl _ - 

Antibiotic 

Ccrtlf ication; 
Selective  tet>ilag 

Final 

Significant 

Federal  Food* 

Drug  and 
Cosoietlc  Act 

To  provide  more 

efficient  utiliza- 
tion  of  the  agency's 
manpower  resources 
and  more  efficient 
certification 
procedures. 

Establishes  a  procedure 
whereby  FDA  can  eliminate 
unnecessary  duplicative 
testing  in  its 
laboratories. 

Obligations  of 

Sponsors  and 

Monitors  of 

Clinical 

Investigations 

Final 

do. 

do. 

To  provide  greater 
protection  of  the 
rights  and  safety 
of  subjects  in 
clinical  investl* 
gallon  and  help 
assure  the  quality 
and  integrity  of 
the  research  data 
used  to  support  the 
nsirketlng  of  prod¬ 
ucts  regulated  by 
FDA. 

Establishes  procedures  to 
be  followed  by  a  sponsor 
and  a  monitor  before 
initiating,  and  during 
the  course  of  a  clinical 
investigation  involving 
the  use  of  a  drug,  med¬ 
ical  device,  food  or 
color  additive,  cosmetic, 
or  electronic  product. 

•Alligations  of 

Clinical 

Investigators 

Final  • 

do. 

do. 

To  provide  greater 
protection  uf  the 
rights  and  safety 
jf  subjects  In 
clinical  investi¬ 
gations  and  help 
assure  the  quality 
and  integrity  of 
the  research  data 
used  to  support  the 
marketing  of  prod¬ 
ucts  regulated  by 
FDA. 

Clarifies  existing  regula- 
tl«>ns  governing  conduct  of 
persons  who  conduct 
clinical  investigations 
on  new  drug  products  and 
extends  the  regulations 
to  include  persons  who 
coi>duct  clinical  investi¬ 
gations  on  medical 
devices,  food  or  color 
additives,  cosmetics, 
and  electronic  products* 

ItA 

No 


No 


No 


_ _ 

Ms.  Mary  McEniry, 
Bureau  of  Drugs, 
(HFD-30),  5600 
Fishers  Lane, 
Rockville,  HD 
20857 

301-443-3640 

Do. 


Do. 


(Continuation  from  the  last  agenda 


FDA  RECWLATIOH  ACFNDA 


♦  ItA  -  Regnliilorv  Aiinlv“l'i 


Title 

Stage  of 
Development 

ClaeHlflcntlon 

Statutory 

Daee 

Need  to 

Regulate 

‘RA 

Methadone; 

Revision  of 

Medical  Standards 

Final 

Significant 

Federal  Food, 

Drug  and 
Cosmetic  Act 
and  Narcotic 
Addict  Treat¬ 
ment  Act  of 

1974 

Experience  with 
methadone  program 
suggests  need  to 
rcvl.se  standards. 

Revises  the  medical  stand¬ 
ards  for  methadone 
treatment  programs  by 
allowing  the  medical 
director  of  a  program  to 
exercise  greater  dis¬ 
cretion  In  applying  the 
required  basic  clinical 
standards  (for  example, 
on  staffing  patterns, 
criteria  for  admission, 
and  frequency  of  urine  I 
testing).  To  be 
published  Jointly  with 

The  National  Institute 
of  Drug  Abuse. 

No 

Abbreviated  New 

Drug  Applications 
for  Poat-1962 

Drugs 

NPRM 

do. 

Federal  Food, 
Drug,  and 
Cosmetic  Act 

To  reduce  untu^cessary 
human  testing  of 
drugs. 

Proposes  to  permit  tt>e 
filing  of  abbreviated 
new  drug  applications 
for  po8t-1962  drugs 
by  establishing 
criteria  for  their  sub¬ 
mission. 

!  No 

C'urreiit  Cood 
Manufacturing 
Practice 

Regulations  for 
l.arge  Volume 
Parentorals 

Final 

do.  ' 

do. 

To  assure  a  high 
quality  of  manu¬ 
facturing  for 
these  products, 
which  are  used  in 
seriously  ill 
patients. 

Establishes  current  good 
manufacturing  practices 
of  a  class  of  parenteral 
drug  products  that  can 
be  characterized  as 
terminally  sterilized, 
aqueous  solutions  of 

100  ml  or  more. 

No 

Oon^tjirt _ 

Ms.  Mary  McEniry, 
Bureau  of  Drugs, 
(HFD-30),  5600 
Fishers  Lane, 
Rockville,  Mil 
20857 

301-443-3640 


Do. 


Du. 
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48101 


FDA  RKCULATION  AGENDA 


Coni  innation  front  la&>l  agenda 


Stage  of 


CloHiijlf  icaltoii 


Hequirediunts  for 
designating  Lite 
manufacturer ' a 
luinte  on  a  drug 
or  drug  prodtiel't 
taua 


Stotulory 

Jlqsje _ 

Federal  Food, 
Drug  and 
Cosoetlc  Act 


HA  -  HrgH  I  a*  <»*  V  Aimlv’**^ 
(Yo«/Nt») 


i'reaci  1  i>t  ion  Diug 
Lalio]  ing 


Need  to 
Kckultite 


To  enable  interested 
persons  to  detenuine 
the  relationship  of 
the  person  whose 
name  is  on  the 
label  to  the  prod** 
uct. 


■i  improve  the 
quality  of 
physician  labeling 
of  prescription 
drugs. 


_ 

Specifics  the  conditions 
under  which  a  person  nay 
be  identified  on  a  drug 
or  drug  product's  label 
as  Its  manufacturer. 

This  action  revoke's  the 
agency's  "man-ln-thc- 
plant"  policy,  which  has 
been  used  to  determine 
who  may  be  identified  on 
a  drug  or  drug  product's  : 
label  as  a  manufacturer. 
Also  specifics  the 
qualifying  phrases  with 
which  packers  and 
distributors  could  be 
Identified  on  a  drug  or 
drug  product's  label. 

Specifies  the  content  and 
format  of  physician 
labeling  for  buiuan 
prescription  drugs.  The 
rule  designates  a 
required  format  and 
provides  detailed  stand¬ 
ards  on  the  kind  of 
inforouition  tliat  must 
be  included  under  each 
of  the  specific  section 
headings  of  the  format. 


Ms.  Mary  McEniry, 
Bureau  of  Drugs, 
(HFD-30),  '5600 
Fishers  Lane, 
Rockville,  MD 
20857 

301-443-3640 


(■oiitliiuation  t  rum  Id 


*  HA  Hrgu  l.'il  i»i  V  Aii.-ilv'ils 
(Yrr./Ho> 


Stage  of 
l)evelopnH‘H_t 


Clausl  f  teat  L<»ii 


Oral  Itypoglyccoiic 
Label  ir.g 


Statutory 

Base 

Federal  Food, 
Drug  and  • 
Cosmetic  Act 


k-Lliy leue  Oxide 


Fetal  Alcohol 
Syndrome: 

Required  Wartiing 
for  Drugs 

Containing  Alcohol 


Need  to 

To  update  the  physic 
clan  labeling 
based  on  current 
knowledge  about 
these  drugs. 


Hecause  of  possible  | 
adverse  effects  1 
of  residues  of 
ethylene  oxide 
and  its  major  re¬ 
action  products. 


To  inform  Interested 
persons  of  the 
evidence  of  a 
causal  relation¬ 
ship  between 
alcotiol  consump¬ 
tion  by  pregnant 
women  and  deformi¬ 
ties  in  their 
unborn  children. 


. 

Requires  additional 

statements  in  the  label¬ 
ing  of  oral  hypoglyccm- 
ics  about  increased 
cardiovascular  deaths 
attributed  to  their  use 
and  directs  the 
physician  to  discuss 
these  risks  and  altern¬ 
ative  therapy  with  tlic 
patient. 

Establishes  intcrlio 
residue  limits  for 
ethylene  oxide  and  its 
two  reaction  products, 
and  ethylene  chloro- 
hydrin  and  ethylene 
glycol,  in  humans  and 
veterinary  drug  produc  s 
and  medical  devices,  and 
maximum  daily  levels  o 
exposure  for  drug 
products  wtierc  ethylem 
oxide  Is  used  as  a  stei- 
llant  during  the 
manufacturing  process. 

Proposes  to  require  a 
warning  on  physician 
labeling  for  oral 
prescription  drugs  and 
oral  ore  drugs  that 
contain  certain  amounts 
of  alcohol. 


Ms.  Mary  McEniry 
Bureau  of  Drugs, 
(llFD-30)  5600 
Fishers  Lano, 
Rockville,  MD 
20857 

301-443-3640 
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I  rA>ntinuatlQn  from  last  agenda 


ypA  REGULATIOH  ACK»I>A 


*  HA  -  Kt’p.H  lal  oi  y  Aiial 
(Vrrt/N..) 


Title 

Stage  of 
UrvclopiRcnt 

ClassI f Scat  Ion 

Statutory 

Base 

Need  to 

Rcgiilalo 

_  l!caftJt>H"n _  --  . 

BA 

Policy  on  Patient 
Labeling  for 
Prescription  Drugs 

NPRH 

Significant 

Federal  Food, 

.  Drug  and 
Cosmetic  Act 

To  Inform  patients 
about  the 
prescription  drug 
products  prescribed 
for  then. 

Proposes  the  agency's 
overall  policy  on 
patient  labeling  for 
prescription  drugs. 
Contains  minimum 
general  requirements 
for  the  content,  print¬ 
ing  specifications, 
and  distribution  of 
labeling  and  would 
provide  for  the  avail¬ 
ability  of  guideline 
labeling  to  meet  the 
proposed  requirements. 

Not 

yet 

deter 

mlnec 

VUW  Yellow  No.  i 

Final 

do. 

do. 

To  Inform  consumers 
of  the  presence 
of  FD&C  Yellow 

No.  5  In  drug 
products. 

Requires  a  label  declara¬ 
tion  on  ail  foods, 
drugs,  and  cosmetics 
containing  FO&C 

Yellow  No.  5. 

No 

Kevislon  of 

Investigational 

Drag  and  New  Drug 

Appl icat Ion  (INI)/ 

NDA)  kegulalions 

NPRM 

do. 

do. 

To  Improve  the 

I NO/ NDA  review 
process  and  make 

Che  approval  of 
new  drugs  more 
efficient . 

Proposes  to  revise  the 
IND/NDA^tegulaC ions 
to  improve  the 
efficiency  of  FDA's 
operation  and  to 
update  and  refine  its 
internal  policies  in 
reviewing,  processing, 
and  communicating  with 
sponsors  and  applicants 
on  IND's  and  NDA's. 

Tlie  revision  would  more 
forinally  structure  the 
IND  phase  so  that  If  a 
drug  reaches  the  NDA 
stage  it  would  be 
essentially  approvable. 

No 

t  ontlniiatlon  (fotw  last 


FDA  RKCULATIOW  AGENDA 


*  KA  **  V 

(Yrn/Ho) 


Tltlu 

Stage  of 
Oevclupokont 

Classification 

Statutory 

Base 

Need  to 

Regulate 

l><!8CCiptL<Ut  . 

legal  Status  of 
Approved  Labeling 

NPRM 

significant 

Federal  Food, 

Drug  and 
Cosmetic  Act 

To  clarify  agency 
policy  In  the  use 
of  drugs  not  in 
accordance  with 
their  labeling. 

Proposes  to  distinguish 
between  non- labeled  and 
disapproved  uses  of 
prescription  drugs  and 
tlie  Impact  of  such  use 
in  the  practice  of 
medicine  and  in  research 

i’ub  1  ic  Disclosure 
of 

SptTi  f  leal  ions 

Final 

do. 

do. 

To  ensure  that  ade¬ 
quate  public 
specifications  are 
available  for  all 
drugb . 

Provides  for  the  disclos¬ 
ure  of  specifications 
submitted  to  the  agency 
by  the  manufacturer, 
unless  the  specifica¬ 
tions  serve  no 
regulatory  or  compliance 
purpose,  and  are  exempt 
as  trade  secrets,  and 
have  not  previously  been 
publlcally  disclosed. 

Advert ibing 

Kegulalions  for 
Prescription  Drug 
Products 

NOI 

do. 

do. 

To  Improve  prescrip¬ 
tion  drug 
advertising  und 
promotional 
labeling. 

Proposes  to  revise  tlie 
present  regulations  to 
provide  clear  require¬ 
ments  for  modern 
advertising  techniques 
and  to  clarify  and 
establish  additional 
requirements  for 
prooiotiunal  labeling. 

==  I 


Tontacl 


Ms.  Mary  McEulry^ 
bureau  of  Drugs* 
(UFD-30}  560U 
Fishers  Lane, 
Kockville,  MD 
20857 

301-443-36^0 


Do. 


DO. 


VmIk 


CuiUrtct _ 

Ms.  Mary  McEnlry, 
Bureau  of  Drugs, 
(HFI>-30)  5600 
Fishers  Lane, 
Rockville,  MU 
20857 

301-443-3640 

Do. 
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*  RA  -  RcRMl.'itni  V 
(Vc*n/N..) 


FI»A  RECUUTIOW  ACENOA 


inMation  agenda. 

Sta^e  of 

Title  _  ^ 

l.(il>cltng  of  Yelluw  Final 

No.  5  in  Foodb  and 

UiuKS 


ClnBstf Icotitm 


Statutory 

_S^se_ _ 

Federal  Food, 
Drug,  and 
Cosoietlc  Act* 


(Need  to 

Regulate _ 

Scientific  data 
demonstrates  the  need 
to  establish  labeling 


Desfciption _ 

This  final  regulation  would 
require  the  labeling  of 
FDAC  Yellow  No.  5  in  foods 


I  requirements  to  provider  and  ingested  drugs  contain- 


I  tor  the  safe  use  of 
FD&C  Yellow  No.  S. 


ing  the  color  because  of 
several  documented  inci¬ 
dences  of  allergic-type 
reactloQS  to  FD&C  Yel low 
No.  3. 


Bob  Lake,  Bureau 
of  Foods  (HFF-302) 
200  C.  Street,  S.U. 
Wash 1 ng  t on ,  0 . C . 
2020A  (202)  245- 
1254 


Aiias  ot  Principal  Final 

Display  Faaei. 


I  To  provide  a  more 
uniform  basis  for 
determining  size  and 
other  labeling 
requirements. 


This  proposal,  which  would 
have  revised  the  del  101*% 
tlon  for  (he  area  of  the 
principal  display  panel 
which  is  used  for  deter¬ 
mining  type-size  and  other 
labeling  requiremc^nts, 
is  being  reconsidc'ted  and 
may  be  withdrawn. 


Milk,  Cream  aiiJ  i  tici  sc  I  Final 
Siibst  Itiiles  I 


To  promote  honesty 
and  fair  dealing  In 
the  interest  ot 


This  regulation  would 
establish  standards  of 
identity  for  Dillk,  cream, 
and  cheese  buhslitutes. 


Uiitnge  vlulce  wilU  Flinil 

I't fsorval  1  ves  ideni  Hy. 


*l1iis  final  regulation 
would  amend  the  standard 
of  identity  for  orange 
juice  with  preservatives 
and  concentrated  orange 
)uice  with  preservatives. 


Continuation  1 1 om  the  last  agtuda. 

I  Singe  of 
UeveloiHucnt 


Nut  I  it  ionai  Qiial  tty 
(aiiiieline  for  Fiuii  or 
Vegetable  Type  beverage 
Products  Kequliliig 
Vitamin  C. 


(•i-neial  Principles  tor  Notice 
the  Addition  ot 
Nutrients  to  Fi*od. 


FDA  RK(;UIAri0N  AOEI  DA 


Stntutoiy  Need  to 

Chasslf  lent  itm  Bose  _  ReRtilate _ 

do.  do.  To  provide  consistency 

in  added  Vitamin  C  in 
those  beverages  and 
CO  provide  that  such 
additions  are  nutrl- 
enlly  significant. 

do.  do.  To  provide  a  guide¬ 

line  by  which  nutrient 
could  be  added  to 
toods  in  a  most 
appropiiate  pattern 
and  potency. 


•  RA  -  Regnlatoiv  Airilynl* 
(Vom/MiO 


This  final  regulation  wouid  No 
establish  NCQ  for  fruit  O)  I 
vegetable  beverage  products 
containing  Vitamin  C.  j 


This  notice  would  clarify 
a  FDA  policy  concerning 
the  nutrient  fortifica¬ 
tion  ot  food.  This  policy 
is  expressed  as  a  series 
oi  principles  which  manu- 
fattuiers  are  urged  to 
follow  If  they  elect  to 
add  nutrients  to  a 
particular  food  or  class 
of  fooils. 


Clit'lcbterolc— I  ree 
Fgg  Subst iCute-- 
Petltions  for  Kvoi 
di.  I  at  Ion. 


1  t  estublinh  consis¬ 
tency  in  labeling  of 
clutlesterol  content 
of  focKis. 


The  broad  issue  of  ^ 

cholesterol  labeling  needs 
to  be  discussed  and  a 
policy  established.  The 
issue  is  one  that  is 
undergoing  considerable 
study  in  the  bureau. 

Tikis  proposal  deals  with 
the  issue  ot  the  term 
choiesterol-f ree  being 
used  in  the  name  of  food 
products.  ] 
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FDA  PI^^UI^TION  AGENDA 


III  lnu.<l  ion  f  l  oin  ij»c  l.iat  a>»endd. 


*  KA  -  Rrp.ninloiv  Aiinlynl'^ 
(Vrq/No) 


Title 

Stage  of 
Developn»ent 

Classl f lent  Ion 

Statutory 

Base 

Nii  J  to 

KvK!ilate 

labeling  of  Yellow 
f^).  5  in  foods  tiud 

Orugo 

Pinal 

Signlf leant 

Federal  Food, 
Drug,  and 

Cosmetic  Act. 

Scientific  data 
demonstrates  the  need 
to  establish  labeling 
requirements  to  providt' 
for  the  safe  use  of 

FD6C  Yellow  No.  5. 

\i>  IS  of  Principal 
;M^>play  Panel. 

Y 1  ua  1 

do. 

do. 

Vo  provide  a  more 
uniform  basis  for 
determining  size  and 
ocher  lahi'ling 
roqui rements. 

Milk,  Cream  and  t’heesc 
i t iites 

Kin  il 

do. 

do. 

To  proisote  honesty 
an  t  tair  dealing  in 
th»  interest  ol 

CO  n;umei  s 

Or.iuge  Juice  with 
Ple>iervat  IVvS  IJeiiCilV. 

Kin  1 

do. 

Jo. 

Jo. 

_ M<*5rrlt»llQn _ 

This  findl  regulation  would 
require  the  labt^ling  of 
FD&C  Yellow  No.  3  in  f*>Oils 
and  ingested  drugs  contain 
ing  the  color  because  of 
several  docunented  inci* 
deuces  of  allergic-type 
reactions  to  FD&C  Yellow 
No.  3. 

This  prop«)sal,  which  wou! 
have  revised  the  defini¬ 
tion  for  the  area  of  the 
principal  display  panel 
wliich  is  used  for  deter¬ 
mining  type-size  and  ocher 
labeling  requirements, 
is  being  rectHisidered  and 
Ruiy  be  withdrawn. 

This  regulation  would 
establish  st>indaids  of 
Identity  for  ullk,  ('ream, 
and  cheese  subsll lutes. 

This  final  regul-itlon 
would  amend  the  standard 
of  idirntity  tor  orange 
juice  with  preservatives 
and  concentrated  orange 
juice  with  preservatives. 


Bob  Lake,  Bureau 
of  Foods  <HFF-302) 
200  C.  Street,  S.W. 
Washington,  D.C. 
20204  (202)  245- 
1254 


Coiitinuation  fmtr.  the  Icist  agenda 


ETft  RKa^ATION  AG^JDA 


Title 

Sta^e  of 
DewelnoTkint 

Classification 

Statutory 

Base 

hnscrioticn 

m 

Ctntaet 

Kutritional  Quality  Guideline 
for  Fruit  or  Voyet^lc  Type 
&3Vor.iijf  Products  Hoquirirg 
Viumiii  C 

Final 

do. 

do. 

To  preside  consistency 
in  added  Vltanin  C  in 
those  beverages  and 
bo  provide  that  such 
additiens  are  nutri- 
ently  significant. 

NO 

do.  . 

Gaiorul  Principles  for  the 
AiuJition  of  Nutrients  to  Food. 

Notice 

do. 

do. 

TO  provide  a  guide¬ 
line  by  whiedi  nutrients 
could  be  added  to  foods 
in  a  nest  appropriate 
Ijattem  and  potency. 

Hi 

No 

do. 

djilesterole-free  Hyg 
Substitute — Petitiions  for 
Ricor.ruJeration 

NI-RM 

do. 

do. 

To  establish  ocHisis- 
ter.cy  in  labeling  of 
cholesterol  content  of 
foods. 

. 

The  broad  issue  of  cholesterol 

lalielj.ng  needs  to  be  discussijd 

in  a  policy  established.  The 
issue  is  one  that  is  under¬ 

going  oonsiderable  study  in 

UK?  Bureau.  This  proposal 
itals  with  the  issue  of  the 

term  cholesterol-free  being 

in  the  nan?  of  food 

NO 

do. 
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FDA  RECUUTION  AOEHDA 


*  RA  -  Rop.iilalory  AiinlynH 
(Yrn/No) 


Continuation  from  the  lai»t  a^^onda. 


Title 

Stage  of 
fk-ye  lopBont 

Claaalflcatlon 

Statutory 

Base 

to 

R(>«ulate 

■RA 

Contact 

Coiiuuon  or  Usual  Name 
for  Substitutes  tor 
Margarine  or  butter. 

Final 

do. 

do. 

To  provide  consistency 
In  the  labeling  of 
substitutes  for 
margarine  or  butter. 

This  final  regulation  would 
1  Identify  a  name  like  vege- 
1  table  oil  spread. 

1  The  butter  industry 

1  has  called  attention  Co 

1  the  FTC  Act  which  has 

1  requirements  for  labeling 

1  margarine.  .FDA  does  not 
i  define  the  low  fat  products 
1  as  margarine. 

No 

Do. 

i’ropobal  for  <!oumtuu  or 
Usual  Name  for  Diluted 
Vegetable  Juice 
beverages. 

final 

do. 

do. 

To  provide  consistency 
In  the  labeling  of 
these  beverages 
especially  in  respect 
to  Juice  content. 

This  final  regulation  wouh 
establish  a  conunon  or 
usual  name  for  •  diluted 
fruit  or  vegetal  e  Juice 
beverages. 

No 

Do. 

Fruit  Flavored 

Spreads 

final 

do. 

do. 

To  provide  consistency 
in  the  labeling  of 
substitutes  for 
jellies  and  preserves. 

This  final  regulation  woul 
establish  a  common  or 
usual  name  regulation  for 
fruit  flavored  spreads. 

1  No 

1 

Do. 

lutaat  Food,  Juiiloi 

FiHid,  Toddler  Mual. 

final 

do. 

do. 

To  give  the  consumer 
the  opportunity  Co 
know  Che  relative 
proportions  of  Che 
principal  ingredients 
in  foods  for  Infants. 

1 

This  final  regulation 
would  require  precentage 
declaration  of  character¬ 
izing  Ingredients  as  part 
of  the  statement  of 
Identity.  This  issue  shoul 
be  resolved  as  a  distinct 
but  related  matter  to 

Che  label  statements 
relating  to  Infant  foods. 

No 

1 

Do. 

Continuation  ffow  the  iat>t  a^tenda. 


FDA  RRCUUTION  ACKNDA 


*  RA  -  Rt  RuInloiy 

(Vcn/Nti) 


i’iant  Froteln-Cotiuttoii  or 
Usual  Names  for  Foods, 
Vegetable  Froleiii  Pro¬ 
ducts  which  Kescuible 
and  Substitute  tor 
Meats,  Seatood,  Poulty, 
Cheese* 

Revocation  ol  Use  ut 
Noiphoilue* 


CKAS~Wtiey.  Ultey  Produc 
and  hydrogen  Pet  oxide 
Used  in  Whey  Treatments 


Stage  of 

Statutory 

Need  to 

Title 

Deveiepaieut 

Ciae-a!flcntlo!» 

Base 

Regulate 

Label  Statemenls 

Relating  to  Infant  Foods^ 

Final 

do. 

do. 

do. 

To  provide  consistency 
In  the  labeling  and  in 
the  nutrient  content 
of  vegetable  protein 
substitutes  for  the 
5  major  protein  foods* 


To  expand  the  scope  of  i 
a  previous  proposal*  i 


To  establish  safe  uses 
of  certain  milk 
proteins* 


.  JicfictluOmi _ 

% 

This  final  regulation  would 
require  precentage 
declaration  of  ingredients 
of  Infant  foods. 

This  final  regulation  would 
establish  common  or  usual 
names  for  vegetable  protein 
products  and  names  and 
definitions  of  nutritional 
equivalence  for  the  5  majorj 
protein  foods* 

This  notice  will  withdraw 
the  proposal  to  revoke 
tlie  use  or  morpholine 
and  a  new  proposal  will 
issue. 

Tills  proposal  would  establ-] 
Ish  common  or  usual  names 
and  affirm  the  GKAS  status] 
for  wtiey  and  whey  products! 
Tills  Is  the  result  of  10 
GRAS  petitions*  These 
dried  whey  products  have 
numerous  potential  uses 
in  food.  Including 
sources  of  milk  protein 
and  use  as  milk  solids 
where  not  exempted  by 
food  standards. 
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FDA  REnUUTlON  ACEMUA 


KA  -  Hop.ulnl  t»i  V  An.ilv?»l« 
(Yrn/No) 


Continuation  frtxu  ilic  la 

St  auenda. 

Title 

Stage  of 
Development 

Classification 

Statutory 

Base 

Need  to 

ReKulate 

Use  of  Food  Preservative 

birr. 

Final 

do. 

do. 

To  reevaluate  the 
safety  of  all  GRAS 
food  ingredients.. 

Use  of  Chloride  <2as 
in  an  Aqueous  Soluiion. 

NPRM 

do. 

do. 

To  establish  safe  uses 
of  chlorine  as  a 
sanitizing  agent. 

Annatlo  Extract,  Paprika 
Oleorosin,  and  luntei  ic 
Oicorosin. 

Final 

do. 

do. 

1 

New  data  indicates  1 
the  need  to  prohibit  I 
the  use  of  the  solvent  1 
ior  these  color  1 
(.dditives.  1 

r  r  i  li  luruv  t  liy  1  L'lic 

Final 

do. 

do. 

N^w  data  indicates 

Che  need  to  prohibit 
the  use  of  Che  solvent 

head  Conlamfnat  iiiii 
•  il  ri>od. 

NPUM  • 

do. 

do. 

i 

5 

To  clarify  FDA's 
policy  regarding  lead 
contamination  of  food. 

JMcxlDtlon _ 


This  final  regulation  would] 
establish  an  interim  food 
additive  level  for  BHT. 


This  proposal  would  establ'j 
ish  GRAS  conditions  of  use 
for  chlorine  food  saniti- 
zers.  This  Is  the  result 
of  12  GRAS  petitions  for 
users  of  chlorine,  hypa- 
chlorus  acid,  and  chlorine 
dioxide  as  food  sanitizing 
solutions. 


This  final  regulation 
would  prohibit  use  of 
trichloroethylene  as  a 
solvent  in  these  color 
additives. 


This  final  regulation 
would  prohibit  trichloro¬ 
ethylene  in  human  food 
because  it  may  pose  a 
risk  of  cancer. 


This  proposal  would  be  an 
advance  notice  of  propose- 
rulemaking  which  will  set 
out  FDA's  policy  regard* 
ing  lead  contamination 
of  food  products. 


FPA  REGULATION  ACEWIIA 

<.om  inu*it  tun  I11H14  Ijat  agenda. 


*  KA  -  Kr(>iilnl 01  V  Aiinlynls 
(Ypn/Ni>) 


Title 

Stage  of 

Develop^d^ni 

Clssslf  i>'stlon 

j  Stat-jtory 
i  base 

Need  to 

Regulate 

•KA 

Contact 

Aflatoxin  in  Peanuts 

Final 

do. 

1  do. 

To  prevent  avoidable 
residues  of  aflaCoxlns 
in  peanuts  and  peanut 
products. 

This  final  regulation  would 
set  tolerances  for  afla* 
toxin  in  peanuts. 

1  No 

Do. 

Polychliii  ln>it«*d 
bipheny les.  Proposed 
KeduAtloii  of  iolelaiiie. 

Final 

do. 

do. 

To  reduce  human 
exposure  to  PCB's. 

Ttiis  final  regulation  will 
reduce  tolerances  for  PCB's 
In  various  foods  and  feed. 
It  Includes  proposed 
reduction  of  fish  toleranc* 
from  3  ppm  to  2  ppm. 

No 

Do. 

Interstate  Conveyance 
i.atciiiig  Point  Sanila* 

(  ion. 

NPKN 

do. 

Public  Health 
Service  Act 

To  protect  against 
insanitary  conditions 
revolving  around 
catering  operations 
involved  with  inter* 
state  conveyances 
carrying  food  in 
!  i.iterstate  commerce. 

*  This  proposal  would 
establish  sanitation 
requirements  for  catePors 
to  interstate  conveyances 
carrying  food  in  inter* 
state  commerce. 

No 

Do. 

intcislate  t.onvey.inic 
«ai  bo.ird  Food  Set  vice 
Operat ions. 

NIMM 

i 

1 

do. 

do. 

1  To  protect  against  1 

:  insanitary  conditions  1 
1  on  interstate  convey* 

1  ances  which  carry 
food  in  Interstate 
coiowerce. 

This  proposal  would 
establish  sanitation 
requirements  for  inter* 
state  conveyances  carrying 
food  In  interstate  coramer*. 

No 

Do. 
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tl>A  KKcaiUTlON  ACICNKA 


*  ItA  -  l.it  oi  V  Aii»lv?:l?l 

(Yon/UM» 


ul 

_ 


ClaMfil  f  leal  l(»ii 


tiubblc  I't  .1 


Sintutory 
_  J^s  e 

Ft  ck  ral  .F*<ud, 
Diu^  aitd 
Co^^iQctic  Act. 


Nerd  to 

Ri^ulate 


U>  caution  the  consumcrJ  On  January  28,  r>77,  a 
a.s  to  possible  probicuisl  notice*  was  piiMishi-d  pro- 


which  may  occur  wliile 
us i rift  these  products. 


t'  ri  A  (^4«siiii  t  j 
h it  t  ituKiry . 


lo  piovldc  Jndtiscry 
with  a  unifi»im  nonun-* 
clatiire  of  cosmetic 
ingredients. 


Mb. 


Stage  of 


Ft)A  RECULATIDN  AtM'NDA 


Cinnsl f lent  ion 


Statutory 

Ru.se 


t  i*t>d  l.<ii>eling,  itesiglt.i-  Nl‘icM 

t  ii»u  ot  Ingtidiciiis  I i. : 

'.ul  till  Ve  Swe  «.  t  lU  l  n. 


:>t  aiuhu  d  i>t  Ukut  i  l  y 
I  i»i  t!t>ncent  rated  Tttiit.ito 
fiiice  .lud  ('once’iit  rated 
ii*<u.iti>  i'fi'ducts. 


.*>>/!  id  Lontiitls  Sl.itv 
i.u  ut  on  Oanned  Kiutt 
Vi'getabie  l'(  I  >41111  I  . 


To  promote  honesty 
and  fair  dealing  in < 
the  interest  of 


To  pcoiiiote  luuiesty 
and  fair  dealing  in 
the  Interest  oi 


posing  a  required  caution 
statenu'nt  on  lahels  of 
counietlc  bubble  bath 
products.  The  caution 
stat'cRieiit  was  proposed  In  . 
1 ight  of  many  consumer 
complaints  of  rashes  and 
geiiito-ur inary  tract 
Infect  ions.  Tire  te*rm  "hubbl 
hath  product*'  is  defined 
for  the*  purpose  of  the 
regulat  Jon. 

This  final  l'(.■gul  It  ion 
would  f  i  lut  I  i  Zf  I  e-cogn  i  I  ion 
of  the  OTFA  (I'tismet  ic , 

Toi  U‘t  ry,  and  Fiagnancc 
Assoc  lat  Itu) ,  Inc .  )  Cosmet  ic 
Ingredient  hiei lonary, 
SeeonJ  Kd.,  ly76,  as 
pi'Litioned  by  th*‘  CTFA,  as 
a  new  souit-e  of  ingredient 
names  ado|>ted  fi*r  use  in 
cosme-t  ic  iug.re-dii  iU 
labeling.  On  the 
initial  ive  of  liie  Commiss¬ 
ioner,  the  doeni'ient  also 
1 Jst s  several  supplements 
and  new  editions  oi  otlier 
current  ly  recngnl/.e*! 
rc>ni|>e-ndia  which  are 
pri>pc>s(.-d  lor  'ub >pl  iiHi . 


N4*ed  to 

Ki*f,ul^olc _ 

'lo  provide  liexibiltiy 
in  the  labeling  ot 
sweetners  wirhtiut 
depriving  tlie  consumer  , 
ol  information.  I 


PA  -  Weguialory  Au.ilv'ilf 
(Ye;/No) 


This  propt»sai  is  the  rcsuli 
of  several  pt<tltion8 
requesting  some  form  of 
exi^iption  for  Identifica¬ 
tion  of  specific  sweeten¬ 
ing  ingredient.  The 
broad  issue  of  ingredient 
Libeling  of  swei‘teners  In 
foods  as  it  relates  to 
healtii  and  nutrition  Is  ont 
desigii.'ited  for  consider¬ 
able  study  In  ttu;  Bureau 
ol  Foods. 

I'his  regulation  would 
establish  a  standard  of 
identity  for  tomato  juice 
from  concentrate  and 
revise  ttie  standards  of 
identity  for  toimito  juice 
and  concentrated  tomato 
products. 

This  final  regulation 
would  provide  an  alter¬ 
native*  to  drainctl  weight 
labeling  by  proposing 
filled  weight  labeling 
ri  quf  reiuent  s. 
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t:.>iU  in.i.il  Ion  liiMM  tin:  l.iat  oi'.onda. 


FDA  RECUI.ATtOW  ACEMDA 


*  IIA  -  Hp|*iiI<iI (iry  Ati.ilyiils 
(Vcii/Nii) 


Title _ 

!itogc  of 
Dovelupinent 

ClasHlflcntiuii 

Statutory 

Base 

Need  to 

HcRulate 

'UA 

Contact 

l  St  r^ivbi-  i  ( 

Minimuni  Sii.ibci  iy 
(’••nlt'iiL  and  l'crt:cnia^e 
Labclint^  ot  Siiup  aiiil 
biy  Sweetener  Fat-kb. 

Fliiil 

do. 

do. 

do. 

This  regulation  would 
establish  a  minimum  straw- 
berry  content  and  preccn- 
tage  labeling  of  sirup 
and  dry  sweetener  packs 
for  froisen  strawberries. 

No 

Do. 

lise  Ot  SixJiiun  Nllrlle  | 
la  St.Kjkcd  Fibli  and 
SaJiuiu  Nitrate  in 

Mtiuio  Pre-Hi Heb. 

NPKH 

do. 

do. 

Data  indicate  uae  ol 
nitrate  is  not  needed 
and  chat  additional 
safety  data  Is  needed 
for  nitrite. 

Two  documents  are  being 
prepared  for  this  issue: 
(1)  a  notice  of  withdrawal 
of  the  November  3,  1972 
proposal  to  eliminate 
certain  uses  of  nitrates 
and  nitrites,  and  (2)  a  ' 

new  proposal  to  revoke  I 

the  use  of  nitrates  and 
nitrites  in  smoked  fish 
and  pet  food  and  to  in¬ 
terim  list  use  of  sodium 
nitrite  in  smoked  fish. 

No 

Do. 

Pi  opoaed  iiMib 

Un  l,.iKt:b  (pi^'HKMtl  s) . 

NPHM 

do. 

do. 

To  establish  listing 
regulatlotis  for  the 
use  of  color  additive 
Lakes  under  the  color 
amendments 

In  1965  a  document  wan 
published  which  proposed 
to  list  the  lakes  of  the 
colors.  Because  of 
deficiencies  in  this 
proposal,  we  are  curront- 
ly  preparing  documents 
to  revoke  it  and  request 
more  information  on 
lakes  which  arc  now 
provisionally  listed. 

No 

Do. 

Title 

Stage  of 
Development 

Clnasif  iciitloii 

Stotiitory 

Base 

Need  to 

KcRuiatc 

. . . JiuaccliitXuu _ 

■HA 

.•'Sf'.LHiiL _ 

Color  Certification — 
Procedures  for  Non- 
coniormlng  Bjlchcs. 

Notice 

do. 

do. 

To  establish  guide¬ 
lines  which  formalize 
the  procedures  used 
in  certificatitin  of 
colors. 

This  notice  would  establish 
guidelines  for  the  certifi¬ 
cation  of  color  additives  to 
prescribe  procedures  for 
the  rejection  of  samples 
submitted  for  certification 
on  the  basis  of  analytical 
response,  when  the  substance 
cAusing  the  response  is 
unidentified. 

No 

Do. 

U. S.  Heconmiendcd 

D.iily  Allowance  for 
Ming.'inese. 

NPKM 

] 

do. 

! 

do. 

To  estab1i.bh  US  RDA 
for  manganese  so  that 
it  can  be  properly 
declared  as  a  percen¬ 
tage  in  floods  and 
supplements. 

This  proposal  would  add 
manganese  to  the  ] ist  of 

US  RDA*s. 

No 

Do. 

hill  Dyes  Containing 
Animal  Carcinogen 
^HHPO. 

Final 

do. 

do. 

To  inform  consumers 
as  to  the  possible 
dangers  regarding 
tlH'se  hair  dyes. 

This  final  regulation 
would  require  a  warning 
statement  on  the  label 
of  hair  dyes  containing 
animal  carcinogen  ^NNPD. 

No 

Do. 

Federal  Register  /  Vol.  44,  No.  160  /  Thursday,  August  16, 1979  /  Proposed  Rules 


48109 


Ctuiltnuation  fit/Ut  ihc  agoiida^ 


FDA  Uf-CUI^ATIOW  AOKNDA 


*  HA  -  Ro(*nliilorv  Aiialv''*^ 
(Viv./Ni.) 


Title 

SiAge  of  1 

Developioont  I 

Clnas) f  Lent  1  on 

Statutory 

Base 

Deed  to 

KuRiilate 

•KA 

Cniltnct 

Piopusud  Kevlbiuii  ol 
icuipurary  Toler Jtu:t‘b . 

1 

Final 

do. 

do. 

*lo  update  the  tempordr 
tolerances  for  provi¬ 
sionally  listed  color 
additives  to  be 
consistent  with  curron 
srientific  data. 

Section  81.23  prescribes 
temporary  tolerances  for 
the  use  of  certain 
provisionally  listed  color 
additives  pending  a 
decision  on  their  ''perma¬ 
nent*'  listing.  These  were 
developed  on  the  basis  of 
early  preliminary  toxici¬ 
ty  data.  The  proposed 
revision  of  tills  section 
would  change  the  toleran¬ 
ces  for  most  of  the  colors 
in  Section  HI. 23. 

No 

Do. 

Pi  IK  eclui  al  Ke^iilal  ifiKi 
lt>r  Medical  Dcvli'i. 
(!olors. 

DPKM 

do. 

do. 

To  impleuicnt  the 
piovisions  of  the 
Medical  Device 
Amendments  of  1976 
as  they  pertain  to 
color  additives. 

The  Medical  Device  Aiiu.‘nd- 
ments  were  passed  in  1976.1 
These  proposed  regulations 
for  medical  devices  would 
amend  the  color  additive 
regulations  to  provide 
for  the  issu.ince  of 
regiilat  Ions. 

No 

Do. 

Plipii  '*  Pi  ole  til  Piudiiil  ^ 
Waniiii^  tilateaiciit  . 

Final 

do. 

do. 

To  Inform  pulential 
consumers  of  the 
possible  dan^'ers  of 

ID  Kusc  of  liquid 

1  p  otein  products. 

This  tentative  final  reg7 
ulation  would  set  forth 
label  warning  require¬ 
ments  for  protein  supple¬ 
ments  that  nay  be  used  in 
weight  reduction  or 
weight  nuiintenance 
programs . 

No 

Do. 

HIA  KE(.DUT10W  ACKNItA 

(\tnt  iiiuat  io»  t  lotn  llu; 


*  ItA  -  IN'i'ii  lat  «»i  V  Aiinlyals 
(Yffi/rii.) 


- - - 

Sciicc  of 

■  —  ‘  — 

Stnlutot  y 

Need  to 

Title 

Development 

ClaHulf  Icalloii 

Done 

KoRdl.-ite 

.  , .  l*<-'accJ.i'U.i'.iv  . . 

Revisiiiii  ol  Nutrient 

rd*kM 

do. 

do. 

To  update  and  clarify 

This  proposal  would  amend 

Spec i f icat ions  for 

the  present  regulation 

21  CKR  105.65  ("Infant 

infant  Formulas. 

requirements  to  reflec 

Foods")  to  accooimodate  som 

current  knowledge 

changes  recomiDeiided  by 

andf  if  possible,  be 

the  American  Academy  of 

consistent  with  Codex 

i'ediatrlcs  in  the 

Al  imentariu.s. 

"standards  for  (infant) 
formulas."  In  this  pro- 

posal  we  shall  also  handle 
the  issue  of  other 
nutrients  for  nutritional 
adjuncts  (e.g.,  inositol) 
which  are  appropriate  for 
addition  to  infant 
formulas  (and.  Inciden¬ 
tally,  medical  foods). 

lai>eliiig  of  Sodiiuu  and 

j,.. 

do. 

To  give  the  consumers 

Tills  proposal  would 

Polassiudi  Conleul  «.•( 

an  opportunity  to 

amend  Section  103.69 

Foods. 

regulate  their  intake 

("foiKls  used  to  regulate 

of  sodium  acid 

sod limi“anJ  potassium-- 

potassium. 

intake")  to  change  the 
present  mode  of  declaring 
sodium  content  and  to  add 
a  description  of  how 
potassium  content  Is  also 
to  be  declared.  There 
shall  also  be  a  new 
paragraph  in  Section  101. 

17  ("Food  Labeling 
warning  statements")  to 
provide  for  warnings 
regarding  potassium 
content  on  labels  of 
some  salt  substitutes. 

lk». 
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t!otit  inuat  Jon  t  tow  llu?  l;ibl  a>»eiida« 


FDA  REGUI.ATION  AGENDA 


Upper  Liifiits  (.ciieially 
Kecognizeti  as  Sale  fur 
Vil.iiniiis  A  anJ  U. 


Uppvt  Licuits  of  bate 
Use  of  NuLrilioii.illy 
Essential  Minerals. 


Stage  of 
Devc lopment 


Clasalf Iratlun 


Statutory 
ftose _ 


Need  to 
Rep.ulate 


To  provide  a  realistic 
and  safe  llinit  for  the, 
use«  In  food  and 
supplcneiics,  of  these 
two  fat'soltible 
vitamins  which,  being 
stored  in  Che  body, 
can  accumulate  to 
produce  toxic  react* 
ions. 

To  provide  fur  safe 
use  of  various 
minerals  added 
to  foods  and  supple* 
ments  fur  nutritional 
purposes. 


UjiiI  inuatlon  from  the  Jasj  agenda 


FDA  REGUI.AT10N  AGENDA 


Specifications  tor 
Acceptable  Uioavail* 
ability  of  Iron  and 
Olhot  Nut  rients. 


\n(tiulal*'d  Food 
'lodut  ts  Used  Uiitic 
bupervisiii 


*  RA  -  Mrgnlnl  i»ty  Annlynln 
(Yom/Nii) 


It  Is  our  intention  to 
establish  through  this 
proposal  upper  levels  of 
Vitamins  A  and  D  in  dleta 
supplements  that  are 
considered  GRAS  and  reqiii 
food  additive  petitions 
for  higher  use  levels. 


It  is  our  intention  to 
establish  through  this 
proposal  upper  levels  for 
safe  addition  of  nutri¬ 
tionally  essential 
minerals  to  foods. 
Examples  of  these  mineral 
are  chromium,  manganese, 
molybdenum,  nickel , 
selattium,  tin,  vanadium, 
copper  and  zinc.  Safety 
Is  partly  predicated  on 
the  nature  of  the 
chemical  compound  which 
is  the  vehicle  for  the 
respective  mineral.  Each 
can  be  toxic  at  amounts 
which  may  be  used  in  some] 
foods,  especially 
dietary  suppletutncs. 
Unlimited  addition  of 
these  substances  to  foedi^ 
could  lead  to  chronic 
toxicity. 


*  UA  -  Rcgiilaloiy  Aiioivnln 
(Vcm/No) 


Stnge  of 

Statutory 

Need  to 

liovcloi>iiiei)t 

ClnsBiflcatlun 

Dose 

Kerulnte 

NPKM 

do. 

do. 

To  assure  that  iron 
and  other  nutrient 
substances  used  for 
nutrient  supplement 
pur|>oses  will  be 
nutritionally  useful. 

do. 

do. 

To  provide  assurance 
that  these  special 
foods  are  adequate 
.)nd  appropriate 

^or  their  specific 
ntended  uses. 

Ttie  Intention  of  this 
proposal  is  to  discrimi¬ 
nate  between  acceptable 
and  unacceptable  nutrient 
source  compounds  or 
naturally  occurring  sub¬ 
stances  on  the  basis  of 
the  nutrient's  ability  to 
he  absorbed  and  biologic¬ 
ally  utilized  as  a  nutrl 
Initial  action  will  be  to 
describe  the  appropriate 
degree  of  bioavai tabll ity 
for  iron  which  is  to  be 
added  to  food  and  the 
method  to  determine  its 
bioavailability  separate! 
or  from  a  specific  food 
system. 

It  is  the  Intention 
through  this  proposal  to 
formally  classify  these 
formulated  food  products 
as  “foods  for  special 
dietary  use"  in  Part  105, 
to  provide  mandatory  as 
well  as  optional  (but 
desirable)  information  in| 
the  labeling.  This  regu¬ 
lation  might  be  designed 
along  the  lines  of  Sectiejn 
105.65  CFR  (“Infant 
foods'*)  although  a 
companion  regulation  in 


t 
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Cunt  imidtitm  iltu  laM 


FhA  RF.Cm.ATtQN  ACFNDA 


Title 

Stage  of 
Devclopiuent 

ClsHslf  Icntloii 

Statutory 

Rase 

Need  to 

Regulate 

* 

■ 

hair  Dyes  C(.mlaluiiig 
Aniirial  Care im»gen 

2,  AIDA,  2hPl*D,  2Ni'Ar, 
atiu  4Cut*D. 

NPkM 

do. 

do. 

To  inform  consuiners 
as  to  the  possible 
dangers  regarding 
these  hair  dyes. 

SuutkcJ  Fish  CMP. 

Ni'KM 

do. 

do. 

To  ensure  safe 
manufacturing 
practices  for  smoked 
fish. 

- 

*  RA  -  HopuhtlMiy  Auntyn*^ 


..  .  .j!esc.Uj*ULmi _ _ _ _ 

Subpcirt  C  (now  “reserved** 
Bay  be  iiDp(»r(ani  to 
describe  boiue  special 
features  about  the 
composition^  and  profess¬ 
ional  literature  which 
would  be  unique  fur  this 
class  of  product.  Subpart 
C  might  then  be  titled 
“Guidelines  for  quality 
and  labeling." 

This  docuKiffii  would 
propose  a  warning  state¬ 
ment  on  the  label  ot  halt 
dyes  contaialng  animal 
carcinogen  2,  VIDA,  2KrPD 
2NPAP,  and  4i:OPD,  if  the 
National  Cancer  Indsituc 
report  confirms  that  they 
are  carcinogens. 

This  proposal  would  rev  is 
the  CMP  regulation  for 
the  smoked  fish  indusirv. 


Cont  inuat  i(_>n  iri»Bi  the 


*  RA  -  Re|»ulfiini  v  Am'i  t  v*‘ *  *» 

(Ver./fh.» 


Title 

Stage  of 

De/e  lopmerit 

Clasalf lent  ton 

Stotutoiy 

Base 

Need  to 

Kep.ulnte 

Safely  of  Certain 

M’CM 

do. 

do. 

To  reeval«iate  the  j 

Fi>ud  Ingredients; 

safety  of  all  GRAS  j 

Sucrose  and  Cum 

Sugar . 

fo(*d  ingredients.  1 

i 

i 

. l!e&cC.U*U.tMt _ _ _ 

Proposal  would  affirm  the 
GRAS  status  of  sucrose 
and  corn  sugars. 
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FDA  ReCULATIMN  ACKNIiA 


Continuation  fruw  last  agenda 


Prenarket  Approval 
Procedures 


Classification 
of  P reenactment 
Devices 


Pertormance 
Standards  Pro¬ 
cedural  Regulation 


Significant 


Federal  Food, 
Drug,  and 
Cosmetic  Act 


Required  under 
Section  51S(b)(1) 


Required  under 
Section  S13(c),  Id) 


Needed  to  implement 
Section  516. 


*  RA  -  Rrp.nlalniy  Aimlynls 
(Vcr/Mo> 


Stage  of 

Statutory 

Neeil  to 

Development 

Classification 

Base 

Krgulate  _ 

IjcsccJutlfin _ 

Provides  requirements 
for  submission  of  pre¬ 
market  approval  applica¬ 
tions,  including  safety 
and  effectiveness  require¬ 
ments  for  all  class  III 
medical  devices. 

Classifies  all  medical 
devices  marketed  prior 
to  Hay  2B,  1976,  into 
three  regulatory  control 
categories.  The  classi¬ 
fications  are  based  on 
the  recommendations  of 
8  expert  advisory  panels. 

Prescribes  procedures  by 
which  performance  stand¬ 
ards  will  be  established, 
developed,  and  promul¬ 
gated  for  all  class  II 
medical  devices. 


Dr.  Carl  T.  DeHarco 
Bureau  of  Hedical 
Devices,  8757 
Georgia  Ave., 

Silver  Spring, 

HD  20910 
(301)  427-71 H 

Do. 


Cantinuation  from  last  agenda 


FDA  RERUI.ATION  AGENDA 


•  HA  -  Rpp.iilntnry  Aiinlynls 
(Ycn/Nn) 


Title 

Stage  of 
UcvclopHierit 

1  Claasiflcatlon 

Statutory 

Hiifio 

j  Ni.  vd  to 

1  krp.ulate 

‘HA 

Contort 

Invest  igatiof^ai 

Device  £i(e(n(>t >ons 

Revised 

Final 

Significant 

i 

1 

1  do. 

1 

1 

! 

1 

Required  under 

Section  520(e)(2)(A) 

’rovides  requirements  for 
■-■•Mlucting  clinical 
studies  and  investigations 
jf  medical  devices  used  with 
subjects. 

No 

1)0. 

WeslricteO  Device-i 

Hegul at  ions 

d>>.  1 

do. 

Nec<ic<i  to  set  forth 
restricted  device 
standards 

Sets  forth  the  criteria 
for  determining  which 
devices  are  restricted 
devices 

No 

Do. 

Device  (.xpenenctr 

Wet)«)rt  ir.g 

c- 

NPNH 

1 

To  provide  FDA  with 
information  on  devices 
that  are  unsafe  or 
ineffect ive 

Sets  forth  mandatory 
reporting  requirements 
for  manufacturers  and 
distributors  for  devices 
that  (1)  cause  or  could 
cause  death  or  injury,  or 
(2)  are  the  subject  of  a 
corrective  action. 

.0 

I.M . 

A|>pl  icat  ioits  for 

1  Memfit  ion  from 

ion  for  state 
aofi  Local  Hf-arifisj  Aii| 
Mk.“luireiTier>ts 

F  inai 

•Ia). 

Jo. 

1 

Response  to 
pet  it  i«M)s 

Respofitis  to  19  State 
applications  for  eMempeion 
from  preemption  for 
hearing  aid  req^jiremeniSm 

No 

1)0. 
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Continuation  from  lltc  Inst  aroiicia 


n>A  RtnutATioN  AcrriDA 


♦  HA  -  V 

(Yiv7Hm| 


Singe  of 
Dcvrloptiio 


Cln^rtlf  Icntloii 


Reconunendatlons 
Concerning  Mammography 
Screening 


Slalitloty 

Pane _ 


Public  Health 
Service  Act 


Niiclcnt  Medicine 
Qii.illty  Assurance  of 
Scintillation  Camciati 


j  Hcrrd  lo 

I  RpffiitntC _ ] 

3 

!  Guidance  on  when 
mammography  ecreenlng 
is  appropriate 


_ _  . 

-.£vaphy  screening  of  the 
^ciueral  population  of  asymp¬ 
tomatic  women  has  been  recom¬ 
mended  by  various  organiza¬ 
tions  including  the  American 
C.incer  Society  and  the 
Ar,.erican  College  of  Radiology 
BecAuse  of  the  potential 
cancer  risks*  MIH  recently 
convened  an  expert  committee 
to  review  these  issues  and 
to  develop  guidelines  for  the 
p\aamography  screening  project 
being  supported  by  NCI.  A 
Notice  of  Intent  will  be 
published  which  will  seek 
to  obtain  Inforouilion  and 
opinion  concerning  such 
questions  as  the  population 
to  be  screened,  the  useful¬ 
ness  of  a  base-line  maitdrtogran , 
etc.  Interim  guidelines  will 
also  be  proposed  as  part  of 
the  Notice.  These  will  be 
based  primarily  on  the  rcQuur 
mendations  made  by  the  NIH 
expert  committee. 


To  minlrntze  radiation  Quality  assurance  procedures  No 
exposure  while  obtain-  which  include  quality  contro 
ing  high  quality  procedures*  are  needed  broad  y 

diagnostic  information  in  nuclear  medicine  to 

nssurc  maxlnum  benefit  from 
niiclcnr  ptedieni  techniques* 
consistent  with  obtaining 
bl^\  quality  images  at  minir..  lu 


Mr.  Michael  S. 
Terpilak* 

Bureau  of  Radio* 
logical  Health* 
5600  Fishers  Lang 
Rockville,  Kl> 
20B57 

301/443-3426 


A  UA  -  V  AMalv*»ln 

(Yi*n/rhO 


Continuation  from  tlic  last  ogouda 


roA  Ri:cut>rioM  agrnha 


r Singe  of 

- 1  Dcvcloi»H>f. 


Nuclear  Medicine 
Quality  Assurance  of 
Scintillation  Cameras 


I  Clggolf icntlon 
j  Significant 


Public  Health 
{service  Act 


kcconiTiiondal ions  for  |  NOi 
Diagnobtlc  Lxamlnations  I 


T  Nrpd  to  ■ 

I  Sssiilnta _ |„.  .JlL>9ciJ.|<Ll.(tn _  .  . 

!to  nlnlolze  radiation  --Continued 

jexpoaure  whit,  obtain-  l  radiation 


ing  high  quality 
diagnostic  infornatlon 


To  get  public  opinion 
on  need  and  type  of 
action  program  to 
narrow  range  of  expo¬ 
sure  from  diagnostic 
x-ray  procedures 


buse  to  the  patient.  Volun- 
r.ary  recommendations*  to  be 
i  'iiicd  on  BKH  technical  report: 
Llll  be  developed  in  coopera- 
Itlon  with  representatives  of 
I;  rofessional,  public  and 
iprivate  groups  that  have  an 
interest  and  knowledge  In  the 
field.  These  recommendations 
therefore*  would  represent  a 
i^onsensus  of  expert  opinion 
upon  which  individual  practi¬ 
tioners  and  allied  health 
personnel  can  rely  and  would 
he  implemented  through  educa¬ 
tional  programs  and  coopera¬ 
tive  activities  with  profes¬ 
sional  organizations  and 
State  health  agencies. 

I  there  exists  a  considerable 
range  in  the  entrance  skin 
exposure  and  the  resulting 
organ  doses  for  the  same 
^  x-ray  procedure  conducted  at 
I  different  medical  facilities 
!  and  often  within  the  same 
I  facility.  Radiation  expo- 

i'  sure  recommendations  are 
being  investigated  that  wlll| 
!  permit  radiologists*  radio-  I 
I  tlon  protection  personnel*  | 
I  and  others  to  evaluate  expo- I 
I  sure  values  used  in  a  given  ff 


Mr.  Michael  S. 
Terpilak, 

Bureau  of  Radio¬ 
logical  Health, 
5600  Fishers  Lang 
Rockville,  MO 
20657 
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*  UA  -  V  AiirtlvfiM 

(Voti/Mril 


Continuation  frow  the  last  ORcnda 


FOA  RBCUUTION  AGENDA 


Slage  of 

Slatulorjr 

Need  to 

“I***""*  "  '  ** 

KA 

CimLncl 

Title 

UcvcluDmciit 

Claa.lflcotloii 

Base 

Rcp.iilnle 

..McsfiUlpHutt . . 

Recommendations  for 

NOl 

Slgnlflcaat 

Public  Healt)i 

To  get  public  opinion 

— Continued 

No 

ir.  Michael  S. 

Diagnostic  Examinations 

Sarvlcc  Act 

on  need  and  type  of 

Tarpllak,  Bureau 

action  program  to 

facility.  Following  the 

of  Radiological 

narrow  range  of  expo- 

analysis  of  the  commente 

tlealch, 

sure  from  diagnostic 

generated  by  the  Notice  of 

3600  Fishers  Lane, 

x-ray  procedures 

Intent,  a  program  decision 

Rockville,  HD 

will  be  made  ae  to  the  course 
of  action  the  Bureau  will 
pursues 

20837 

Rcconimcndat ions  for 

NOl 

do. 

do. 

To  get  public  opinion 

The  Bureau  Is  evaluating  the 

No 

Do. 

Huiitlnc  Chest  X-ray 

on  need  and  content  of 

use  of  chest  x-ray  examina- 

Screening  for  Caidlo- 

recommendations  con- 

tions  as  part  of  routine 

pulmonary  Disease 

cemlng  use  of  chest 

screening  programs  in  the 

X  rays  In  screening 

detection  of  cardiopulmonary 

• 

programs 

disease.  Numerous  studies 
have  shown  that  routine  chest 
x-rey  screening  of  asympto¬ 
matic  persona  for  certain 
types  of  pathology  is  neithe 
efficacious  nor  cost  effec- 
'  tlvea  The  Bureau  has 
prepared  a  preliminary 
analysis  report  evaluating 
the  intact  of  Che  Department 
1972  Policy  Statement  on 
Rountine  Chest  X-ray  Screen¬ 
ing. 

8 

• 

*  RA  -  Ml  V  AiM»lvf*N 

(Yrn/tlii) 


FDA  EEGUUTIOH  AGENDA 


Continuation  from  ilic  lost  ORcnda 


singe  of 

Stnliituty 

Nerd  to 

Title 

Development 

Ciaaslf  Icatloii 

Base  < 

Rcgiilntc 

Photothe rapy 

NOl 

Slgnlftcsnt 

Fubllc  Health 

To  minimize  risks  of 

RccommcndatiMis 

Service  Act  '* 

ultraviolet  radiation 
exposure  In  treatment 
of  psoriasis 

KOkoRKnendation  Advocat- 

Nl'RM 

do. 

do. 

Reduction  of  patient 

Ing  Use  of  Improved 

exposure  by  advocating 

X*rny  intensi fylng 

use  of  high  speed  x-ray 

Si-  reens 

• 

intensifying  screens 

_ ... 

tn  this  Notice,  FDA  Is 
nnounclng  that  radiation 
afety  guidelines  are  to  be 
icveloped  and  proposed  for 
quipecnt  used  as  a  radiation 
ource  (in  coiid>ination  with 
Iche  drug,  psoralen)  In  the 


joften  incapacitating,  disease 
of  the  skin  that  affects 
1  to  3  pet.  of  the  world's 
population*  Derivatives  of 
the  drug  psoralen  are  current 
being  used,  along  with  an 
ultraviolet  radiation  source 
to  treat  this  disease. 

Recent  advances  in  the  nanu- 
facture  of  x-ray  intensifying! 
screens  offer  the  opportunltyi 
for  significant  reductions  ln| 
x-ray  exposure  to  patients 
for  many  radiological  cxafDin^ 
tions.  The  new  generation 
of  phosphor  materials  could 
enable  the  performance  of 
many  radiological  examinatioi^ 
with  exposure  reductions  of 
one-half  or  more  over  previo 
imaging  systems  without  loos 
of  image  quality.  It  Is 
proposed  to  develop  on  PDA 
Kodiation  protection  recom¬ 
mendation  designed  to 


Gontnet 

Nr.  Michael  S. 
Terpilak, 

Bureau  of  Radios 
logical  Health, 
5600  Fishers  Lan^ 
Rockville,  KD 
20857 

301/44 3- 3A26 
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Contimintlon  from  ll>e  last  okcikKi 


FDA  REnUKATlON  AHKNIlA 


*  HA  -  Hr|v* 1  11 "»  V  Aii-ilvf»l)i 

(Vi'M/lIn) 


— 

Since  of 

* 

Slntutory 

Need  lo 

Tlllc 

Uevclonacnt 

Clnnolf  Icotloii 

Baoc 

Itcp.iilnlc 

..  .  .  J<CSCt.l.|!lfl>U _  ... 

Keconm)cndation  Advocat- 

NPRM 

Significant 

do. 

Reduction  of  patient 

—  Continued 

Ing  Use  of  Improved 

exposure  by  advocating 

X*tay  intensifying 

use  of  high  speed  x*ray 

(encourage  rapid  adoption 

Screens 

intensifying  screens 

if  these  imaging  systems. 

Such  a  recommendation,  supple 
ntcnted  by  performance  data 

on  the  new  Intensifying 
screens,  could  provide  the 
incentive  for  facilities  to 
use  these  newer  Imaging 
systems  sooner  than  otherwise 
would  occur. 

Uerunimcnd.il  ion  lot 
t)i  i  1  iz.ll  ion  of  Skill  1 

Had  ii‘r>>'>M''hy  Pol  1  owing 

do. 

IT  auiii.i 

NvJl 

do. 

To  get  public  opinion 

f.ltcratiire  and  several 

on  need  and  form  of 

clinical  studies  support  the 

action  program  to 

contention  that  the  number  oi 

eliminate  unnecessary 

X-ray  examinations  of  the 

skull  radiographs 

skull  for  trauma  could  be 
reduced  by  as  much  as  AO  pet. 
wltliout  adversely  affecting 
the  quality  of  health  care. 
The  Bure.au  has  prepared  a 
preliminary  analysis  of  the 

use  of  skull  radiography 
following  trauma,  and  is 

supporting  a  study  to  survey 
several  clinical  facilities 

Lo  nK;re  adequately  define 
the  problem.  Data  from  this 

study  will  lead  lo  the  devel 
opiiKznt  of  questions  and  con¬ 
cepts  for  lecommcndat ions 
whiqh  arc  expected  to  be 

HA 

Ho 


No 


.1 '  *  I*  *i  . 

1r.  Michael  S. 
Terpllakf 
Bureau  of  Radlo* 
loglcal  Health, 
5600  Fishers  Lon^ 
Rockville,  MD 
20637 

301/AA3-3A26 


Do. 


*•  HA  -  Ht'f.'i I ‘I *"  V  Ait  »lv»l'i 

(Y.-m/IIo) 


FDA  RKCUhATlON  A^mPA 

Co;it ! nuatiriP  the  last  arc nJn 


Slnjje  of 

Uevcluitmnut 


Claaolf  ir:nlloii 


Stnluloty 

Hdoc  __ 


NrPtJ  to 

lloRitlntc 


HA 


RerorTUTicndat Ion  for 
Ht I U zat ion  of  Skull 
Radloprapiiy  Kollowiny 
Trauma 


NOl 


Slgnl fJeant 


To  get  public  opinion 
on  need  and  lorn  of 
action  program  to 
eliminate  unnecessary 
skull  radiographs 


published  in  a  Notice  cl 
Intent.  Following  analysis 
of  the  comments  generated 
hy  the  Notice,  the  program 
will  be  reviewed  and  a 
decision  made  concerning'  its 
future. 


No 


Advisory  Opinions  and  I'tn.il 
KecoJ  i  t  it:al  ion 


do. 


do. 


Iclarlficatlon  and 
updating  of  performance 
standard  for  diagnostic 
x-ray  equipment 


These  amendments  will  codify 
various  interpretations  and 
advisory  opinions  under-whlcl 
the  Bureau  currently  opci 
ates.  In  addition,  the 
section  on  assemblv  and 
rcasseotbly  of  diagnostic 
X-tay  systems  and  components 
will  be  moved  from  H  1000.16 
to  §  1020. 30(p)  In  order  to 
Incorporate  the  provisions 
Into  the  body  of  the  standard 


No 


Hc\.omii.i'ndat  it>ns  (oi 
Stale  and  l.o«.ai  Ap.i-tir i c.. 
i.aui  ern Ing  Acc idru l al 
Kadi u.K I  !  VC  Cont/ii»l nal  1 1  h 
of  thinun  Food  and  Animal 
Feeds 


Nl'KM 


do 


do. 


To  define  levels  of 
dose  commitments  which 
necessitate  protective 
actions  after  a  release 
of  radioactive  material 


Tltc  proposed  recommendat  ions 
would  consist  of  Protective 
Action  Guides  (PAGs), 
defined  as  the  pro]ccted 
radiological  dose  equivalent 
or  dose  commitment  in 
In  Ivlduals  In  the  gcncril 
population  that  warrants 
protective  action  following 
a  release  of  radioactive 
material.  Tl^e  Departnu'n;. 
of  Health,  Education,  and 
Welfare  was  assigned  agency 


No 


CoiilocL 
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*  UA  *  V  Ad'ilvMifi 


FDA  RnCUUTION  ACRtlDA 


fai:t  tnuntlon  from  tlic  last  ORontlA 


rule 


Kocor.mendations  for 
Slate  and  Local  Agenda 
Coftcernlng  Accidental 
RjcUoactlvo  CcntamJna* 
lion  ol  Ha<ran  Fuod  and 
Anti-al 


Stage  of 

Slalutory 

OevoloiifflCiil 

Closolf  Icatloii 

Baec 

NrivM 

Significant 

do. 

Need  lo 
Rcr.ulfltc 


To  define  levels  of 
dose  coinmltiDents  which 
jnecessltate  protective 
actions  after  a  release 
of  radioactive  material 


—  Contlnuatioa 

responsibility  for  this 
task  in  the  FEDERAL  REGISTER 
of  December  24 »  1975  (40  FR 
59494)  by  the  Federal 
Preparedness  Agency  |  (General 
Services  Administration. 
Within.  HEW|  this  function  ha 
been  delegated  to  the 
Commissioner  of  Food  and 
Drugs. 


Coiilncl 


Kk  liory  Stand. irJ  tui 
M>.  ((  ui  >-  Vapcir 


do. 


To  reduce  risk  of  ultra¬ 
violet  radiation 
[exposure  from  broken 
mercury  vapor  lamps 


This  Agency  has  decided  to 
develop  a  regulatory  product 
safety  standard  for  high 
Intensity  mercury  vapor 
discharge  lamps.  A  potcntlaj 
radiation  hazard  associated  I 
with  the  use  of  such  lamps 
occurs  when  the  outer  bulb 
of  the  lamp  is  broken  while 
the  inner  arc  tube  of  the 
lamp  continues  to  operate. 
This  results  In  the  emission 
of  hazardous  short  wave* 
length  ultraviolet  radiation 
The  Injury  reports  received 
by  this  Agency  further 
indicate  an  acute  radiation 
hazard  from  broken  mercury 
vapor  lamps.  The  standard 
is  Intended  to  reduce  the 
possihlilty  of  such  injuries 


Wo 


Ci.nt  tnuat  Ion  from  the  last  afjrfula 


FDA  REfniLATION  hCTtm 


*  l(A  -  IjiI  1*1  V  All* I vM In 
(Vivl/nn) 


.91  age  of 
DcvGlcijtntniit 


Classlf tcatlon 


Slalutory 
iasc _ 


herd  lo 
Rogulntc 


—  Continuation 


ftv-pulatory  Standard  for 
Mwitury  Vai-ot  l.an^  s 


final 


Significant 


do. 


To  reduce  risk  of  ultra¬ 
violet  radiation 
lexposure  from  broken 
mercury  vapor  lamps 


by  requiring  that  some  per¬ 
formance  safety  feature  be 
Incorporated  into  the  lamp 
for  general  lighting  pur¬ 
poses  so  that  the  lainp  will 
cease  operation  within  a 
short  period  of  time  follow¬ 
ing  the  breakage  of  the  outc; 
envelope.  Lamps  without 
a  safety  feature  shall  be 
limited  to  restricted  uses 
only.  Further,  adequate 
Information  for  the  safe  use 
of  both  types  of  lamps  Is 
also  required  to  he  provided 
to  the  utcr. 


ItA 


No 


Kt  r."  !at 'M  y  M<inda(d  tuf 
Ntriowave  Olaihcrmy 


do. 


lo  reduce  unnecessary 
microwave  radiation 
exposure  from  micro¬ 
wave  diathermy  equlp- 
B*cnt. 


llie  purpose  of  this  standard 
Is  to  provide  general 
requirements  for  microwave 
diathermy  products  to  assure 
that  to  the  extent  that 
safety  and  perforremec  can 
bo  controlled,  oilcrowave 
diathermy  products  arc 
effective  for  their  Intendcti 
use,  and  the  risk  ol  injury 
to  patient  and  attending 
personnel  Is  minimized.  T!.( 
proposed  standard  includes 
provisions  on  oiinintutn  micro 
wave  radiation  output  to 


No 


Do. 
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I’oiit  Imiallon  fron  tlie  last  ar.nmla 


FDA  HFJiUUTlOW  ACENIlA 


PcRuldtory  Stnndaid  tor 
Mi  now  JVC  DiaCticrAiy 


rtd.it  lot 
c  ot  Viv>RU'n  t 
r<itin^  Ay.v. 


Sl.age  •( 

~ 

Blalul.ry 

(fes'J  la 

clnnotf  Untjun 

Ifoi'lsle 

Significant 


To  reduce  unnecessary 
microwave  radiation 
exposure  from  nicro^ 
wave  diathermy  equlf- 
Dient  • 


To  advise  physicians  on 
the  advisahllity  and 
methods  of  oi  qlmlzlng 
the  expdsurr  of  pregnan 
females  to  diagnostic 
radiograph 


HA  -  "•  V 

(V.WIIm) 


_ •  - 

—  ContinisaMon 

achieve  therapeutic  heating 
limits  on  microwave  leakage 
product  Interlocks  and  con* 
trols,  product  performance, 
labeling,  warnings  and  user 
instructions,  and  test 
requirements. 

The  guideline  to  be  proposed 
will  address  and  explain 
three  partlcul.ir  points  in 
effort  to  reduce  this  risk. 
It  will  advise  physicians: 

(a)  To  ascertain  whether 
their  fcioale  patients  are  or 
(ould  be  prej^ant,  prior  to 
ordering  abdominal  radio* 
logical  examinations;  (b)  Lo| 
utilize  modified  or  limited 
studies  when  possible  for 
female  patients  who  are 
likely  to  be  or  who  are 
definitely  prej^nant,  as  a 
nx'-.ins  of  reducing  fetal 
exposure;  and  (c)  to  use 
.iltemarlvc  procedures  for 
radiological  examinations 
wticn  appropriate. 


tunljitt.. 

Do. 


O.M.t  liiii.it  Ion  from  tlio  I  ancml.i 


FDA  REBDt^TinP  AClCtlDA 


Title 

Singe  of 
UovelopmeiiL 

Clnool  r  Icolluii 

Sliii  iitury 

Dnno 

Hml  to 
llegtilntc 

K*>«.on.Tio:iJ.i(  ion  for 

Final 

Significant 

do. 

To  reduce  unnecessary 

(hjallty  A.ssuiancc 

I 

exposure  while  Improvln 

Frogran;s  In  Di.agrutitic 

diagnostic  Information 

t^irlioiogy  Fac  ill  i  ii-:* 

Ai..4:n.jMcnt:>  to  Diagno:  lie 

Final 

•U>. 

Jo. 

Clarification  and  up- 

X-rjy  St.inJani 

dating  of  performance 

l.ir.lt  jiion 

btanJard  for  diagnostic 

• 

x-ray  oqulpmonc 

*  HA  -  Hrntilnloi  V  Aimlviln 
(V.-n/M..) 


D«'OCCJ.|illl(« _  . 

TIte  purpose  of  this  pub¬ 
lication  is  to  encourage 
diagnostic  radiology  facil¬ 
ities  to  establish  their 
own  quality  assurance  pro- 
grains  with  goals  of  Improving 
diagnostic  Inuigc  quality  and 
reducing  unnecessary  patient 
radiation  exposure.  Tlic 
recuomxindatlon  will  also 
suggest  elements  which  shoul 
be  Included  In  such  programs 

These  amendments  tu  the 
diagnostic  X-ray  standard 
would  revise  aqJ  simpllty 
the  requirements  tor  Posi¬ 
tive  Hcan  I. imitation  (PBI.) 
contained  in  fl  1020.31(c)(2) 
In  addition,  provisions  for 
over-rldlng  automatic  X-ray 
field  adjustment  systems  on 
fluoroscopic  X-ray  equipment 
will  be  addressed  and  a 
warning  label  requited.  Tt  < 
changes  in  the  PBI,  require¬ 
ments  would  allow  more 
flexibility  In  the  conditi.iii| 
under  which  PBL  Is  re¬ 
quired,'  and  should  promote 
more  upgrading  of  old 
eqiiipmoni. 
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TDA  REOUOTIOH  ACIlNIlA 

nuatlon  troB  tlic  last  ar.eiiJa 


*  HA  -  V  AikiIv’iH 


Title 

Singe  o( 
Ucvcloiimcnt 

Clasolflciilluii 

Statutory 

Bose 

Hred  to 

Hceulalc 

.  .J»CS£tJ.|'lJ.tt«l _ 

■KA 

Ciiiitnct 

Recownendjtions  or 
Rigulatlons  for 

R.iJlalion  Therapy 
LqulpOicnt 

Nf-RM 

Significant 

do. 

To  liTiprove  the  use  of 
Ionizing  radiation 
therapy  through  enhanced 
accuracy  of  dose  dellvei 

Initiation  of  a  program  of 
quality  assurance  In  thera¬ 
peutic  radiology,  prlnclpall] 
rrelated  to  the  development 
of  recommendations  concernlnf 
accurate  dose  delivery. 

No 

Do. 

A3.ciidat.nls  to  the 
Inap.noslic  X-Kay  Stan¬ 
dard  •Totr.ogiaphic  Systc: 

UPKH 

do. 

do. 

To  amend  the  standard 
to  accouit  for  special 
features  of  cooputerlzec 
tomograplilc  x-ray 
systems 

Computerized  tomographic  (CT) 
x-ray  systems  are  diagnostic 
x-ray  systems  which  represent 
a  major  new  technical  break- I 
through,  not  available  when 
the  standard  was  issued. 
Although  some  provisions  of 
the  standard  are  appropriate 
for  CT  syatems.  It  Is 
recognized  that  other  re¬ 
quirements  may  not  be 
appropriate  for  such  complex 
equipment,  and  that  addi¬ 
tional  requirements  may  be 
necessary  to  assure  adequate 
public  health  protection. 

No 

Do. 

•J.u  It  .11  tk  dit  Ini- 
t  .  tiuitlon  of  hl.»c.i.sC:* 

4.1  ilivMtld  (.land 
lit  •  nbyiicr.dat 

Ni’K« 

dii. 

do. 

*Io  lower  patient  dose 
in  nuclear  nedlcine 
evaluation  of  the 
thyroid  gland 

Over  the  past  20  years. 
Increased  attention  has  been 
drawn  to  the  association 
between  Ionizing  radiation 
and  the  dcvelopnent  of 
nodules  and  cancer  of  the 
thyroid  gland.  Hie  Bureau 

Is  proposing  guidance  cn  tli« 
need  to  formulaic  volimtary 
recommendations  to  encourag< 

No 

Ik*. 

ri)A  RIXUIATION  AnF.HI>A 

Cunt  In.iat  lap  frnm  tlig  tast  nRomla 


*  ItA  -  liil  III  V  Ai|iilvi|.| 

(Vi-rt/tl.it 


Title 

Stage  of 

Dove  loiUT.crit 

Clnoalf  lent  loii 

Sldlutocy 

Cose 

Nerd  to 
llop.iilnlc 

...  ..l<rsc,lJ.ptX(>.tt_._ . 

UA 

CiHitnct 

—  Continuation 

r*4K  Icar  Medicine 
t-.v.I ual ion  of  Di!>ea£iC£» 
of  Thyroid  Gland 

Kt  comsicodalioas 

Slgnl ricant 

d». 

To  lower  patient  dose 
in  nuclear  medicine 
evaluation  of  the 
thyroid  gland 

techniques  in  nuclear  medl* 
cine  which  lower  or  climinati 
patient  radiation  dose  in 
tliyroid  studies,  without 
conpromlslng  clinical 
Inforaatlon 

No 

Du. 

S'.j  fc-.sLf.J  State 

Notice  of 
AvalLatllty 

• 

du. 

do . 

To  provide  oodcl  reg¬ 
ulations  to  State  agen* 
cic9  on  a  wide  range  of 
radiation  control  svd)- 
jects 

State  radiation  control  reg¬ 
ulations  are  essential  to  | 

national  protection  because 
they  provide  protection  in 
areas  where  federal  agencies 
have  no  jurisdiction.  Ihc 
Suggested  State  Regulations 
for  Control  of  Radiation  vu~x 
first  prepared  in  19h2  and 

Is  periodically  updated. 

A  rxfdcl  code,  offered 
tlir(»ugli  this  notice,  assists 
the  State  in  developing 
their  regulations  and  en¬ 
courage  ui.lform  regulations 
amoung  States  to  complement 
fijcral  regulations  (c.g.. 

In  areas  beyond  certain 
federal  regulatory  auchoclt\' 
as  In  tlic  user  area).  This 
Is  a  cooperative  project  of 
the  Conference  of  Radiation 
Control  Frugraib  Directors 
(repre.scnting  the  State  and 
local  agencies),  fl>A,  and 
other  Federal  agencies  with 
re^ponsltiUtics  in  radia- 

No 

Do. 

# 
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*  HA  •>  fill  III  V  Alinlvtilfl 

(Ycli/MnI 


Continuation  fr>ii  tlie  lasf 


rilA  HgriH^TlOH  ACKHDA 


<UI8 


SuKMUKtfcd  State 

IWgulaticnaa 


Kogulutury  Standards 
tor  Sunlamps 


Litiaif^tnoy  Kadiation  Do 
Uni  Is  lor  Ileal cli  and 
Safety  of  AnDulanee 
Scruieo!;,  Hospital  and 
Other  Health  Ctirc 
I’ersoiinel 


Stnga  oi 
Bevel  err: 


Notice  of 
Availability 


Claaglf tcatloa 

Slgalflcant 


i  Statutory 

Song _ 


“H=jrr; 

Bcl"l8t3 


To  provide  Mdel  reg¬ 
ulations  to  State  agen¬ 
cies  on  a  wide  range  of 
radiation  control  sub¬ 
jects 

To  minimize  ultraviolet 
radiation  exposure 
related  to  sunlamps  and 
their  use 


To  provide  recommended 
radiatlnn  dose  limits 
for  ciw^rgcncy  workers 


— .  .  J»«*ccUHniii _ 

•'^CoatlAuatiM 

tloa  controKlncludlng  tha 
Nuclear  Regulatory  Comnls** 
elon  and  the  tnvironmentaX 
Protection  Agency). 


This  standard  under  develop- 
tficnt  since  1975g  is  intended 
to  allow  continued  use  of  a 
sunlamp  product  and  yet  to 
minimize  the  danger  of  injui. 
ihis  purpose  is  achieved 
through  the  provisions  of 
safety  performance  criteria 
In  the  standard  including 
the  limitation  of  shorter 
wavelength  emissions ,  more 
adequate  wamingSg  require¬ 
ment  of  special  lamp  base 
and  a  timer  to  control  the 
duration  of  the  e.'tposurc. 

Interagency  rcsponsibllitied 
for  Radiological  Incident 
Fmergency  Response  Planning 
Fixed  Facilities  and  Trans¬ 
portation  Accidents  publish? 
in  the  FEDERAL  RECISTER  (40 
FR  59494)  stated  that  HEW  j|:. 
responsible  for  Issuance 
of  guidance  on  emergency 
radiation  doses  related  to 
health  and  safety  of  andtu- 
lancc  servlcesg  hospital 
and  other  health  care  per¬ 
sonnel,  in  cooperation  witi 


Oylnci 


*  RA  -  V  Aiialvo*^ 

(Yph/Niy) 


FDA  REGUIoATION  A(;ENI)A 


Ontinnat  Ion  f rom  the  last  agenda 


Slfltutory 

Base 


Public  Health 
Service  Act 


Meed  to 
Regulate 


To  provide  reconnended 
radiation  dose  limits 
for  emergency  workers 


To  reduce  the  use  of 
dental  radiography 
fi)r  non- 
diagriost  ic 
purposes 


_ _ ifufifiUjiULnn _ 

-ConClnuvd 

EPA.  The  guidance  will 
utabliah  doae  limits  for 
emerg-jney  medical  personnel 
for  planned  and  unplanned 
lifesaving  actions  during 
the  transportation  and  treat 
ment  of  persons  contaminated 
with  radioactivity.  Recom¬ 
mendations  will  be  based  on 
review  of  national  and 
International  standards 
relevant  to  this  matter. 

They  will  be  consistent 
with  present  radiation  risk 
and  effects  information  and 
based  on  the  principle  of 
avoiding  unnecessary  radia¬ 
tion  exposure  when  possible 
and  that  any  radiation 
exposure  should  be  balanced 
by  commensurate  benefit. 

A  practice  which  appears  to 
be  on  the  Increase  Is  the 
requirement  for  post-treat¬ 
ment  dental  radiographs  by 
third  party  carriers  as 
evidence  of  dental  treatmen 
Proper  justification  for 
the  application  of  radia¬ 
tion  to  hununs  requires  tlia 
there  be  some  potential 
benefit  to  the  individual 
rcrclving  the  examination. 


Cont.gct 


Mr.  Michael  S. 
Terpllak, 

Bureau  of  Radio¬ 
logical  Health ( 
5600  Fishers  Lan^ 
Rockville I  MD 
20837 
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•  RA  -  Rop.tilnlorv  Ann  I  yn  In 
(Ypn/Nii) 


Continuation  from  the  la 

St  agenda 

FDA  RBGUUTION  AGENDA 

Stage  of 

Statutory 

Need  to 

Title 

DcvclfHaacnt 

Claaslftcotlon 

Rase 

Regulate 

Rciommendatlons  fur  Fust 
Tteatmcnt  Deotal 
Radiographs  , 

-  NI’RH 

Significant 

Public  Health 
Service  Act 

To  reduce  the  uae  of 
i^ental  radiography  for 
non-diagnoatlc  purpose 

—Continued 

I'oet-treaCnont  radlograpiis, 
lowever,  are  not  always 
needed  for  patient  nanage- 
ment.  It  la  likely  that 
this  project  will  culminate 
In  recommendations  stating 
that  post-treatment  radio¬ 
graphs  should  not  be  taken 
merely  as  evidence  of 
treatment. 

Raiiation  Therapy 
Siciulalor^ 

NFKM 

■ 

<Ui. 

du. 

Revision  of  the  per** 
formance  standard  for 
diagnostic  x*ray 
equipment  to  account 
for  the  special 
feai urcs  of  radiation 
thc.'apy  simulators 

These  amendments  will  codify 
various  Interpretations, 
advisory  opinions  and 
variance  criteria  with 
respect  to  radiation  therapy 
simulator  eystems.  They 
will  also  bring  the  slandard 
up  to  date  with  new  equip¬ 
ment  and  current  usage  and 
practices. 

M;-  ( .'w.ivc  Ovt^.s 

dt*. 

do. 

To  codify  various 
coa^}liance  policies 
as  part  of  the 
performance  standard 
for  microwave  ovens 

The  purpose  of  this  amend¬ 
ment  Is  to  bring  the 
language  of  the  performance 
standard  for  microwave  ovcni 
Into  conformity  with  curreni 
compliance  policy.  The 
specific  measuring  Instru¬ 
ment  accuracy  would  be 
replaced  with  a  requirement 
to  account  for  all  mc.isurc- 
ment  uncertainties  in  makln 
compll.'ince  measurements. 

Contact 


Hr.  Michael  S. 
Terpllak, 

Bureau  of  Radio¬ 
logical  Health, 
5600  Fishers  Lan^ 
Rockville,  HD 
20857 


Coni  iniidt  ion  from  the 


_ Title 

hevision  of  He- 
quireiuenls  for 
Appearance  and 
Hear inq 


Vitamin  K  in 
Animal  Fei-ds 


fintmal  Drugs 
in  Minor 
Sj.ecies 


last  agenda 


FDA  RUiULATlim  ACEMliA 


*  KA  -  Regnl.'ll  in  V  An.ilv'ilfl 
lYr-fi/No) 


of 

lkVt‘lo|l0HMlt 

ClasBiricailim 

Statutory 

Base 

Nf'od  to 

Ryjiilnle 

.Kegrclpll.im 

’HA 

Cnntart 

NIRM 

hignif icant 

Federal  Food, 
Drug,  and  1 

Cosmetic  Act 

To  provide  a  pro¬ 
cedure  in  hand¬ 
ling  and  acting 
on  hearing  con¬ 
cerning  new  ani¬ 
mal  drug  matters 
consistent  with 
such  matters  in¬ 
volving  drugs 
for  human  use. 

Revises  the  new 
animal  drug  regu¬ 
lations  to  make 
them  consistent 
with  the  human 
drug  regulations 
concerning  content 
of  the  notices  of 
opportunity  for  j 

hearing  and  cir¬ 
cumstances  under 
which  an  oppor¬ 
tunity  for  hearing 
will  be. granted. 

No 

Hobt.  S. 

Brigham 

BVM,  FDA, 

5600 

Fishers 

Lane 

Rockville 
HD  20857 
443-6243 

do. 

du. 

lc>. 

Question  of 
general  recog¬ 
nition  of 
safety  exists 
regarding  cer¬ 
tain  sources 
of  Vitamin  K. 

Would  propose 
that  only  certain 
Vitamin  K  sub¬ 
stances  are 
generally  recog¬ 
nized  as  safe. 

1  NO 

Do. 

dll. 

do. 

do. 

To  assure  the 
availability  of 
new  animal  drugs  p 
for  minor  species 
for  which  there 
is  little  demand 
and  thus  little 
or  no  economic 
value  to  drug 
manufacturers.  j 

Modifies  the  safety 
and  effectiveness 
requirements  for 
new  animal  drug  ap¬ 
proval  . 

No 

LH>. 
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Continuation  from  the  last  agenda 


FDA  REGULATION  AGENDA 


*  RA  -  Rrp.nl.nlnrv  Ai,.i I yt! I •! 
(Ypm/No| 


Title 

Staf>e  of 
U«‘veiopiM2nl 

ClasHif  U  at  loll 

Statutory 

Base 

Need  to 

ReRulutc 

... .  McaiirJ.utlo.tt  -.  .... 

‘RA 

Otuij  Carryover 
in  Animal  Feeds 

NPKH 

ilgnit icant 

do. 

To  assure  safety 
of  animal  feeds 
and  to  assure 
safety  of  food 
for  human  con¬ 
sumption,  while 
recognizing  the 
trace  quantities 
of  drugs  carried 
over  from  batch 
to  batch  during 
manufacture  of 
medicated  feeds. 

FDA  will  publish  a 
notice  of  action 
levels  on  drugs  re¬ 
maining  in  feed 
manufactured  in 
accord  with  good 
manufacturing 
practice  when 
such  drugs  are  the 
result  of  carry¬ 
over  of  trace 
quantities  of 
the  drug  from  one 
feed  batch  to  the 
next . 

No 

Do. 

Pi  1)1)  u>  1 1 

Svjhbldpcen; 

I)«‘odot  j  zvi 

Dial i 1 latcb 

Tenta¬ 

tive 

Final 

du. 

do. 

Deodorizer  dis¬ 
tillate  sub¬ 
stances  have 
been  found  to 
contain  con¬ 
centrated  levels 
of  contaminants 
which  are 
adulterants 
when  added  to 
animal  feed. 

The  regulation 
would  prohibit 
the  use  of  de¬ 
odorizer  dis¬ 
tillates  in 
animal  feed. 

NO 

'  in 

Animal  Fen. is  j 

Final 

do. 

■  lo.  ^ 

Use  of  high  level 
of  copper  in 
swine  and  poultry 
feed  raise  en¬ 
vironmental  and 
tissue  residue 
quest  ions . 

Limit  the  maxi¬ 
mum  amount  of 
copper  compounds 
in  poultry  and 
swine  feeds  to 
nutritional 
levels. 

No 

Do. 

Continuation  truB  tlie  iaist  a^j^uniia 


y^Ul^ATION  aj:f^ 


*  RA  -  Rrp.ii  lal  HI  y  Atn.lyslK 
(Vr!i/ll.>) 


Title 

SlAge  uf 
DcveloRMt^iU 

Cintiui  f  Irnt  Ion 

Stntiilury 

Base 

N«(!d  to 

RvKtilnte 

licatt  ipt  <wt  -  '*’*  l  . 

Approval  of 

Suppl ewent  al 

Appl i cat  ions 

Pinal 

Signi f icant 

do. 

To  permit  FDA  to 
approve  supple¬ 
mental  new  animal 
drug  applications 
exped i t iously  . 

In  certain  in-  No  Do. 

stances  FDA  will 
approve  supple¬ 
mental  new  animal 
drug  applications 
without  a  complete 
reevaluation  of  all 
safety  and  effec¬ 
tiveness  data  in 
the  parent  appli¬ 
cation. 
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KKA  Ki:(;Ut,ATiON  ACF.NIIA 


*  MA  -  Ut'i'M  ImI  or  V  Aii.i  1  v‘i  I  •; 
*  (Yrs/Mo) 


L:.ii  I  y  IVi'iuit 
(\nitrol:»  for  Aa  iiH - 
I  ltd  foods,  low 
A.  id  ftn.d  CMP, 

A'  i  J  i  1  i  t-d 


of 

Kiiicil  |miM1  silt'd 

•1/Jf>/7M 


Statutory 

_ Bose _ 


j  Need  to 

Ref.iil.itc _ _ _ I'cscUj'LJLihi _ 

To  ensure  eafe  manu-  Tills  regulation  would  es- 
facturing,  processing,  lahlish  and  revise  tlie 
and  pat^klag  procedures  specific  current  food  nonu-* 
for  low  acid  and  factoring  processes  for 

acidified  foods.  acidified  and  low  acid 

foods  respectively. 


Bob  Lake, 

Bureau  of 
Foods  (HKF-d02) 
200  C  Street, 
S.W.,  Wash,  D.C. 
20204  (202)  24S- 
1254 


iviiy  i*l 

Mt  I  C.-d'  -M‘K« 


i 


M'KM  pul'lislu'd 
i/20/7‘* 

Ni.t  i.  e  of 
Ptihl  ic  Ih'.ii  lag 
put)  1  islted 


To  iaciticate  a  deter**  I  This  final  regulation  would  I  Yes 


mination  of  the  safe¬ 
ty  of  drugs  intended 
for  fiiod  producing 
animals. 


establish  criteria  and  pro¬ 
cedures  for  evaluating 
assays  for  carcinogenic 
residue  In  aniipal  derived 
food. 


pull- 

li.-.hert  4/9./7b 


New  data  indicates 
that  the  use  of  thi^ 
Substance  slitnild  be 
prohibited . 


This  regulation  would 
dc^list  certain  uses  of 
chloroform  in  food 
packaging  materials. 


■  >  l  .  1  i  I  tiood 
Mll.t  .t,  t  ui  mg  i'l 
it.  MPi. 


hi  KM  p  iM  i  .^hed  I 

h/H//‘»  I 


it!  C  isuri'  b.lfe 
wanu  t  at  t  iiring,  pt 
cessing,  parking  and 
holditr.t  pi  art  ices  tor 
f  (M)d  . . 


ibis  proposal  wduUI  u]»- 
date  and  expand  the  giKid 
manufacturing  practices 
regulation.s  for  human 
f  or»ds , 


Fii^A  ni:(;ui.ATU)N  aornoa 


tranotj  atdtas 


Mep.ii  f  It  oi  V  Alia  I  i ' 
(Yi'i/tlo) 


Stage  ill 

_  Classlf  lent  Ion 


Cdliforttid  Application  Reproposal 
*or  taem(^>tion  from  puhllsluil 
f  reempt ion  4/ t//H. 


Statuiot  y 
Basn _ 

Federal  Food^ 
Orug^  and 
Cosmetic  Act 


Need  to 

Pcr.ulaic _ 

Response  to  petition 


.  Nosccipllotv _  . 

Responds  to  California's 
application  for  exemption 
from  preemption  for  its 
device  laws  and  regulations 


[r.  Carl  T.  DeMarco 
Eureau  of  Medical 
evices,  8757 
t'Orgia  Ave.^ 
ilver  Spring,  MD 
:)910 

301)  427-7114 
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Cli.iiiRfd  stntua 

FDA  nrcUI.AI't()N  ACFNIlA 

*  HA  -  Hcc.mIiiImi 
(Vr-i/ll..» 

Ami  1  \ 

•!l-| 

Title 

SlnRC  of 
Dcvcloiimcnt 

Cloasiricotlon 

Stnliilnry 

Ddsc 

KreJ  to 

Itcp.iilole 

.  .  . 

HA 

1:11111.10 _ 

Diagnostic  Ultrasound 

NOl  published 
Feb.  13,  1979 

Significant 

Public  Health 
Service  Act 

To  get  public  opinion 
on  risks  of  diagnostic 
ultrasound  and  appro¬ 
priate  action  program 

Uagnostlc  ultrasound  equip¬ 
ment  Is  being  used  widely 
iwith  little  evidence  of  the 
degree  to  which  human  expo¬ 
sure  levels  may  be  harmful, 
especially  to  the  developing 
fetus.  This  notice  will 
announce  the  potential  devel¬ 
opment  of  standards  and/or 
rccoTrancndations  related  to 
the  manufacture  and  use  of 
these  devices.  The  guidance, 
which  Is  included  in  the 
notice,  will  encourage  manu¬ 
facturers  to  cn^loy  the 
lowest  power  levels  practi¬ 
cable  and  will  caution  agalns 
unnecessary  exposure  to 
patients  and  others. 

No 

Hr*  Michael  S. 
Terpllak 

Bureau  of  Radio¬ 
logical  Health, 

5600  Fishers  Lane 
Rockville,  MD 

20857 

301/443-3426 

N.it  tonal  Standards  tur 
Mtul teal  Radial  Ion 

1  cchniilogi  St  s 

1N>1  piihlibhod 
March  11.  1979 

do. 

do. 

To  get  public  opinion 
on  present  crcdentlalln); 
practices  and  the  need 
for  national  standards 

This  Notice  of  Intent  was 
published  to  announce  that 
the  Bureau  of  Radiological 
Health  will  be  escabli  diing 
recommended  quail f 1  cat *ons 
for  medical  radiation  tech¬ 
nologists.  The  Notice 
solicited  professional  and 
public  Input  about  cxi: ting 
practices  of  credcntl.'i.  log. 
Che  need  for  uniform  n.iiiona 
standards,  and  possllilc 
approaches  for  ensuring 
lii.'it  all  medical  radiation 
technologists  demons l rate 

No 

Do. 

Cli.ingrJ  stnt iis 


rOA  RRrUl>ATU)H  ACr»t)A 


*  RA  -  Ri'j’ti  f;il  <»i  V  Aii.i  I  v;  I ‘J 

(V.vi/lh.) 


rule 

SL.ip.e  of 
Ucvclopi'-nt 

Claonl  f  lent  laii 

St.ildlDi  y 

Ra.ic 

Ih'cij  tu 

Rrriilnl  c 

National  r.tandards  for 
Mcidlr.al  Radiation 

1 ochnologlsts 

NOl  published 
March  13,  1979 

S 1 gnl f leant 

do. 

To  get  public  opinion 
on  present  credcntial- 
Ing  practices  and  the 
need  for  national 
standards 

lU'.nii  AniendirivnL 

lui  DciUjI  X-ray 

.syi.l.:n!s 

Nl’KI)  |)i.t>l  1  a.,  a 
Jan.  30,  IV  .'J 

u>. 

do. 

Reduction  of  linn*  ces- 
saxy  patient  cxposuie 
in  dental  radiography 

li'llcy  on  Assfiiitily  and 
RiMsseml<ly  ol 

Diagnostic  X-ray 

Systems 

Nl'Ktl  pubi  (  .(..-.I 
Apill  1/.  1)79 

.1m. 

do. 

To  minimize  undesirable 
economic  effects  of 
present  policy  without 
adversely  offset Ing 
the  public  health. 

--Continued 

<3  certain  level  of  competence 
In  conducting  medical  radia¬ 
tion  examinations*  I 


I  he  b'Nirn  quality  aDendmcnt  I 
for  donial  x-r.iy  systems  woulj 
reduce  patient  exposure 
resulting  from  the  u.sc  of 
low  kilovoitagc  dental  x-ray 
sysl ems . 

This  amendment  would  revoke 
oi  extend  the  effective  date 
of  21  CFR  1000. leCd)  which 
presently  requires  that  only 
certified  components  be 
installed  Into  diagnostic 
x-ray  systems  which  arc  sold 
and  rc-assemblcd  after 
August  1,  19/9. 


HA 

No 

No 

I 

No 


Mr.  Michael  S. 
Terpllak , 

Bureau  of  Radio¬ 
logical  Health, 
5600  Fishers  Lane 
Rockville,  MD 
20837 

301/443/3426 

Do. 
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Chun«jfed  stat^ 


fUlA  RECULATHIH  AGENDA 


♦  RA  -  Rrpiilnrorv 

(Ven/Nf»> 


Stage  of 

Statutory 

Nc'i’d  to 

Title 

Development 

Classlf IcBtlon 

Base 

Regulate 

RA 

sterility  i  Pyro- 

significant 

Federal  Pood. 

To  assure  that 

Amends  the  current 

Yes 

geriicity  ot  Aninat 

NOI  puD. 

Drue,  and 

all  parenteral 

good  manufacturing 

Drugs 

12/15/711 

Cosmetic  Act 

animal  drugs 

practice  regula- 

are  sterile  and 
free  of  extrin- 

tions. 

1 

sic  pyrogenic 
material • 

Dt  t initiuns  of 

do. 

do. 

To  clearly  de- 

Defines  the  various 

No 

food  Type  Anioials 

Pinal  Rule 

fine  the  various 

types  of  food  type 

dCrd  Animal  Feed 

deferral 

types  and  classes 

animals  and  the 

pub.  3/6/79. 

of  food  animals 

various  types  and 

To  be  com- 

' 

and  animal  feed. 

classes  of  animal 

bined  with 

and  conditions 

feeds.  Modifies 

new  entry 

of  approval  of 

the  conditions  of 

“Mtdicated 

such  feeds,  to 

approval  of  animal 

feed  Task 

assure  safe  and 

feeds. 

Force  Im- 

efficacious  use 

plcmenta- 

of  medicated 

1  ioti* 

1 

feeds. 

Cwtact. _ 

R.  Brigliaa 
Bureau  nf 
Veterinary 
Nedlcine« 

5600  Fishers 
Lane,  Rockville. 
HI).  20857 
(301)  U 1-6243 

Do. 


C'tua^cd 


*  RA  -  l{(  |*M  lot  Ml  y  Au.ilyuls 
(V«.!i/Nnl 


of 

Devi:  loiMneot 


Clasal f I cat  Ion 


Statutii 

_ 0as»e  _ 


ry 


Nei'il  to 
Rij;ulale 


_ _ _  _ _ 


Re ibbarseraent  lor 
Participation  in 
Adtfilnlstrat  i ve 
Prot  eed lags 


NPKH  (mhli.->tM>d 
4/17/7*# 


Significant 


Federal  Foi»d, 
Drug,  and 
Cosoietlc  Act 
and  other  aits 
adciinistered 
by  FDA. 


I  To  enttani  e  the  prcKtess 
of  administrative 
decisionmaking  by 
reimbursing  partici- 
p<mts  uho^e  participa¬ 
tion  in  agency  proceed¬ 
ings  contribute  or  can 
reasonably  be  expected 
to  contribute  to  a 
full  and  fait*  dcaer- 


Thib  document  proposes  a 
demonstration  program  for 
providing  financial  assis¬ 
tance  to  participants  in 
certain  administrative 
proc  eed  lags  of  the  FDA. 


mination  of  the  Issue.s 
hut  uiio  would  other- 
wis>e  be  unable  to 
participate*  effec¬ 
tively. 


PA 

No. 


Coni  art 

A.  Oraut,  Office 
of  Consumer 
Affairs  (UF-7), 
5600  Fishers 
Lane,  Rockville. 
MD.  20857 
(301)  443-1547 
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[fclotions 

_  I  ttU _ 

for 

Kxliatric  Drug  SluiUue 

Sut)>.-Ot  followup) 


I  Jit'  Idtxjlum  btdlklirds 


PtoficujiKV 


ll.'lfl  kiMH 

iiiii: _ 

riiw  Ki  'l  i-l 


fM  RK<;m.ATI()N  AGENDA 


*  HA  “  Rt'i'.i, I'll ,11  y  Annlynlq 
(V.-.i/M..) 


Siage  of 
Pevel^HOont 

Cloualf  Uiatlon 

Statutory 

B«b« 

Reason  for 
pa.\etion 

‘HA 

1 

ftignif  tfiotii 

Federfsl  Pa*d, 

Pnig  and 
Cosmatlc  Act 

Dm  Mgtnoy  Is 
•xploring  eltemetly^ 
ways  to  aooonpliah 
the  abjective  of  this 
project. 

fo  propose  rulee  under 
wfuch  no.  drugs  would  have 
to  be  tested  in  children. 

No 

Nl’HM 

ilo. 

do, 

i 

The  agency  is 
exploring  alternative 
ways  to  acocnplish 
the  objecti\«  of  this 
project. 

Tb  reguire  clinical 
in\«sti9ators  to  maintain 
a  list  of  naiws  and 
addresses  of  suljjects  who 
participate  in  investiga¬ 
tional  studies  to  provide 
a  means  of  contacting 
them  if  the  need  ari.ses. 

No 

tif'KM 

Jo. 

do. 

The  agency  plans  to 
seek  voluntary 
oootajration  by 
working  with  trade 
and  oonsimer 

1  organizations. 

To  propose  stan<l»rds  for 
arc  drug  labeling  by 
setting  priorities  for 
j  placement  of  nxiuired 
information  on  labeling, 
establishing  a  format  for 
directions  for  use  and 
warnings,  limiting  space 
used  for  unre(]uired 
information,  and  setting 
lyi«-size  reejuirements. 

j  No 

d«). 

j  do. 

Hie  agency  plans  to 
develop  a  guideline 
to  acocnplisli  the 
objective  of  Oiis 
project. 

To  re<iuire  manufacturers 
to  conduct  proficiency 
test  ing  on  their  ajiforan;  j 
used  in  conducting  an 
in  vitro  dissolution 
test. 

No 

Contact  _ 

Me.  Mar;  Mclnlry, 
■iiTceu  of  Drime, 
(HFD-30)  5*00 
Flohera  Case. 
RocIcvllU,  HD 
20857 

301-4*3-3640 


Do. 


Oo. 


Ilf 

fit  nl  otoi  y 

Roason  for  Oeliition 

MA 

Coiitml _ _ 

M‘KN 

sij^ijncoiu 

tio. 

Ttie  Afj**ncy  lias 
ikifcrrcd  considiaat  ion 
of  thif  status  of  this 
color  (ivitiilive. 

..a 

Ihlb  dociiim  nt  would  h.ivo 
prupoBcd  to  dcliBt  FD&C  Kcd 
from  tho  p*'itiuinonc  list 
of  color  oddttlVOB. 

Nil 

Rob  Lake, 

Huruau  o£ 

Foi^i.  (HFF-102), 
200  C  Slrc*-t, 

S.W, ,  W.ibH.  . 

D.C.  20204 
(202)  245-1254 
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FDA  RF.CUI.A1  ION  AfiKWOA 


•HA  -  Hrp.iilnlory  Aimlv^liy 
(Ycn/N») 


Pi  Ictluna 


Title 

Since  of 
Develoftatbiit 

Ctassif icatloo 

Stntutory 

Base 

Reason  for 
Deletion 

No 

. 

Contact 

ilcconmtinddiClons  on 
Ktidioluoiinous  TIncpieccfe 

Nf-RM 

Significant 

Public  Health 
Service  Act 

Lowered  public  health 
significance  because 
of  decreased  use  of 
products 

Over  the  past  several 
decades,  radluo!  has  been 
used  extensively  as  the 
luAlnlalng  activator  In  the 
paint  used  on  the  hands  and 
dlala  of  tlcseplcces  avail'- 
able  to  the  consumer  public 
More  recently,  tritium  and 
proaiethium*147  have  also 
come  into  use  for  this 
purpose.  Radium  consti¬ 
tutes  s  source  of  unneces¬ 
sary  radiation  exposure 
that  could  be  significantly 
reduced  or  avoided  by  the 
use  of  radionuclides  emit¬ 
ting  lower  energy  radiation 
Tlic  proposed  recommenda¬ 
tions  are  directed  to  the 
State’s  radiation  control 
program  directors  and 
include  the  efficacy  of 
the  luminescence,  the 
occupational  exposure 
parameters,  the  dose  com¬ 
mitment  to  the  individual 
and  population,  alterna¬ 
tives  to  the  use  of  radium 
and  radiation  warning 
labeling.  Because  of  (lie 
responsibilities  of  oihei 
Federal  agencies  in  this 
area,  Involveuicni  in  the 
review  and  devclopmenl  ol 
these  recommendations 
would  also  Include  the 

Hr.  Hlcha.1  S. 
Terpllak 

Bureau  of  Radio¬ 
logical  Health 

5600  Fishers  Lane 
Rockville,  HD  208S7 
301/443-3426 
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St.igc  of 

Dcvcloptr<(  nt 

Cl nes If lent  Ion 

Slolulory 

Base 

Reason  for 
Deletion 

«A 

No 

Recommendations  on 
Radiolumlnou^  Timupleccb 

MllH 

Significant 

1 

1‘uhllc  Health 
•etvlcc  Act 

Lowered  public  health 
significance  because 
of  decreased  use  of 
products 
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Suclear  Regulatory  Cotrtcnls- 
sion.  Consumer  Product  Safet) 
Ccsalseion,  U.S.  Customs, 
and  the  Department  of 
Transportation. 

Mr.  Michael  S. 
Terpllak, 

Bureau  of  Radio¬ 
logical  Health 
5600  Fishers  Lane, 
Rockville,  HO 
20857 

301/443-3426 
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